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2022( )

13 10

No.

PT

Anaphylaxis to
COVID-19 mRNA Vaccine in a Japanese Woman: A Positive Case of Skin Prick Testing
for Polyethylene Glycol Annals of Clinical Case Report,2022;vol 7 pgs 1-2

PMDA v20100887 v20100889

v20100887 PMDA v20100889 PMDA

2021/03/07 13:15 33 COovID-19
bnt162b2 EP9605 2021/06/30
33
COVID-19 4
COVID-19 Pfizer-BioNTech COVID-19
SARS-CoV 2
CovID-19
26
24
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36.5

2021/03/07 5
98/70 mmHg

2021/03/07 13:20
13:20

99/70 mmHg Sp02  99%

CRT 3.0
13:25
CRT
mPSL
99/70 mmHg Sp02  99%
CRT 3.0

110 130

13:30 2 B
13:43 14:02 14:24 3

13:42
13:25




14:32

14:32 d-

15:15 ICU

2021/03/08 14:00

2021/03/07 2021/03/09 ICU CovID-19

2021/03/09 3

2021/03/07 APTT 25-38 21.5 ALT GPT 1u/L
7-23 13 A/G 1.32-2.23 1.57 amylase 1U/L
44-132 56 AST GOT 1U/L 13-30 18 BE mmol/L 0+-
2 -4_.2 basophil % 0-1 0.8 albumin g/dL ( 4.1-5.1
4.4 total bilirubin mg/dL ( 0.4-1.5 1.07 calcium mmol/L
1.15-1.29 1.16 chloride mmol/L 101-108 102 CK CPK 1u/L
41-153 60 Crea mg/dL 0.66 creatinine mg/dL ( 0.46-
0.79 0.76 fibrinogen mg/dL ( 200-400 191.1 glucose mg/dL (
73-109 244 glucose mg/dL ( 65-95 211 LD LDH 1u/L
124-222 145 lactate mg/dL ( 4.5-14.4 36 potassium mmol/L
3.6-4.8 2.3 potassium mmol/L 3.4-4.4 2.3 blood
pressure mmHg 99/70 13 20 sodium(mmol/L 138-145 137
sodium(mmol/L 136-145 136 blood urea(mg/dL ( 8-20 11
body temperature 37.0 chlorine mmol/L 98-107 106 CRP
mg/dL  ( 0.00-0.14 0.01 eosinophil % 0.2-6.8 2.3
fibrin D dimer ug/mL 0-1.0 0.08 Fi02 0.400 eGFR ml/min/1.73m2
90 71.0 haematocrit % 35.1-44.4 38.9 haemoglobin
g/dL ( 11.6-14.8 12.6 haemolysis heart rate 110-130 AdDp02
mmHg 149.9 chyle COHb 4.4 CRT / 3.0 FIB-4index 0.69 HCO3-
mmol/L 21.2-27.0 20.0 Hct % 38.5 HHb % 2.5 MetHb(% (
0-1.5 1.0 MPV(FI ( 9.3-13.7 9.7 02Hb(% ( 94-98
92.1 Pa02/Fi02 mmHg 241 pPow I ( 9.9-17.2 11.1 RDW-CV %
0-15 17.1 RDW-SD(FI ( 0-50 51.8 s02(% 95-99
97.4 tC02 B mmol/1 18.1 tHb g/dL ( 12-16 12.5 t02(mL/dL




16.3 Jaundice lymphocyte % 26-46.6 47.0 MCH pg

27.5-33.2 26.4 MCHC % 31.7-35.3 32.4 MCV flI ( 83.6-
98.2 81.4 % 2.3-7.7 9.1 % 41-59
40.8 SP02 % 99 13:20 pCO2 mmHg 32-45 35.9 pH
7.35-7.45 7.364 x10000/ul 15.8-34.8 23.8 p02
mmHg 83-108 96.2 total protein g/dL ( 6.6-8.1 7.2 PT
% ( 70-130 94.1 PT-INR 1.04 prothrombin time 9.8-
12.1 12.2 red blood cell count x10000/uL 386-492 478 COVID-19

- 0.05 tachy cardia 130 BPM tachypnoea 38/ white blood cell

count IU/L 3300-8600 7790 2021/03/08 ALT GPT
1U/L 7-23 12 A/G 1.32-2.23 1.46 amylase I1U/L
44-132 50 AST GOT 1u/L 13-30 16 albumin g/dL (
4.1-5.1 4.1 ALP 1U/L 106-322 98 total bilirubin mg/dL
( 0.4-1.5 0.81 mmol/L 101-108 105 CK CPK
1U/L 41-153 68 creatinine mg/dL ( 0.46-0.79 0.57
glucose mg/dL ( 73-109 167 LD LDH 1U/L 124-222 135
potassium mmol/L 3.6-4.8 3.9 sodium(mmol/L 138-145
140 blood urea(mg/dL ( 8-20 8 CRP mg/dL ( 0.00-0.14 0.01
yGTP 1U/L 9-32 17 eGFR mL/min/1.73m2 90 97.2
haematocrit % 35.1- 444 35.1 haemoglobin g/dL ( 11.6-
14.8 11.5 haemolysis MPV(FI ( 9.3-13.7 9.1 FIB-
4index 0.76 PDW flI ( 9.9-17.2 10.2 RDW-CV % 0-15
17.1 RDW-SD(FI ( 0-50 50.9 TARC pg/mL 127 Jaundice MCH
pg 27.5-33.2 26.2 MCHC % 31.7-35.3 32.8 mMCv fl
( 83.6-98.2 80.0 platelet count x10000/uL 15.8-34.8
20.1 total protein g/dL ( 6.6-8.1 6.9 red blood cell count
x10000/uL 386-492 439 white blood cell count IU/L
3300-8600 9490 Mast 36 2021/03/08 0-1.39
0.05 0.63 0.53 0.26
0.19 0.26 0.08 1.70 0.03
9.85 0.34 0.16 1.53 2.12
1.95 1.52 1 1.88 0.86 0.28
0.28 0.12 0.25 0.15 1.04 0.66
0.12 0.11 4.94 0.84 0.72 0.46
0.1 0.22 0.35 0.39 0.43
PEG

2021/03/07 2021/03/08

2021/03/10 35300/mm3 38700/mm3  C3 C3 65-135 mg/dL
77 76 C4 C4 13-35 mg/dL 20 19 CH 50 30-46 CH
50/mL 35.5 38.7 Clq 0-3.0 ug/mL 1.5 1.5




2021/03/07

CoVID-19 - 0.05 2021/03/07

2021/03/08 890

0-1709 2021/03/08 2021/03/07 2021/03/08
219mg/ml PEG4000
2.19ml/ml Smmx4mm 2mmxLmm 21.9mg/ml

3mmx3mm 219mg/ml 10mmx9mm 5mmx5mm
SPT
25mmx23mm 7mmxemm
SPT

Smmx3mm Immx1mm

Prevnar 13  SPT

18
PEG

2021/03/09
2021/03/09 2021/03/09
bnt162b2

bnt162b2

2021/03/16




2022/06/14

202200804968

SPT

2021245639

2021245639

Prevnar 13
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COVID-19

2021/04/16 15:00 23 23 1

BNT162B2
2 23
2021/03/26 15:00 COVID-19
CovID 4
CovID-19
COVID-19
36.0
2021/04/17 11:00 20
2021/04/17
2021/04/18

COVAES

COVID-19

BNT162B2

23




2021/04/17 1

2021/04/18 2

2021/04/18 ST T

I: 2021/04/19 30.046 ng/ml

CK : 2021/04/19 1754 u/L

MB CK-MB 2021/04/19 104 u/L
C CRP 2021/04/19 3.31 mg/dL
D- D- 2021/04/19
2021/04/19 42%
MRI 2021/04/28 T2
CcT 2021/04/30
CPK
2021/04/17
CPK-MB |




2021/06/21

2022/04/08

CK-MB
ESR

2022/03/28 BNP

2022/03/28

2021/04/18

CPK-MB  0.41U/L
0 0.029

Pfizer-BioNTech COVID-19

Pfizer-BioNTech COVID-19

EKG

5.8pg/ mL

)
/ER
T
0 12
ST
SARS-CoV2

CRP C

10.523mg/ml




BNT162b2

2021/05/13

2021427131 2021427768 2021436602

2021427131
2021/06/21
2021/07/09 PMDA
PMDA v21118436
2021/09/06
2022/02/16

10




CK I CK-MB CRP D-
MR cT
mg/ml ng/ml CRP LVEF

2022/05/27

2022/03/28 BNP

T2
T2

T2
T2

2022/06/16

11
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2022; Vol:59(2), pgs:252-254,

DO1:10.3143/geriatrics.59.252 PMDA v21104325 PMDA

2021/04/27 9:45 91

2021/01

2021/04/27 12:00

2021/04/27 14:10

2021/04/27 9:45 BNT162b2

12:00
HR

CcT

13:55

BNT162B2
ET9096 2021/07/31
91

36.3

2021/01

Sp02 99-100% HR 100-110

12




15

BNT162b2

40

BNT162b2

2022/06/13
1
2022; Vol:59(2), pgs:252-254, DOI:10.3143/geriatrics.59.252

CT

13




3878

COVID-19 (COVAES)

PMDA
v21109731
2021/05/19 15:00 37 COVID-19 BNT162B2
/ 37
COVID-19
4
2
2021705 36.0
2021/05/19 15:00
19 BNT162B2
2021/05/22 23:00 3 8
2021/05/24
2021/05/25

PMDA

CovID

COVID-

14




2021/05 CPK

2021/05/25

2021/05/25

/ 2021/05/23
2021/05/24 / 2021/05/25

2021/05/25 26.294 ng/ml
2021/05/25 65.3 1U/1
2021/05
2021/05/25 63 1U/1 2022/02/21
18.4 2022/03/28 18.4 2022/04/25 18.4 -
2021/05/26 4.8 ug/ml
2022/02/21 2022/03/28 0.18 2022/04/25 0.18
2021/05

2021/05/25 30%
2021/05/25
2022/02/21
2022/03/28 2022/04/25

2021/05/25
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2021/06/09 T2

/ER

CRP 2022/02/21 2022/03/28 2022/04/25
0.18mg/dL

2022/02/21 2022/03/28 2022/04/25
18.4pg/dL

2022/02/21 2022/03/28  2022/04/25
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COovID-19
2021/05/31
2021607628
2021/07/05
2022/02/16
BNT162b2
2022/05/27

2021604783

2021607628
2021604783
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PMDA

PMDA v21110328
2021/05/20 15:00 80 12 COVID-19 BNT162b2
EY2173 2021/08/31 80
2
2021/05/20 36.2
2010/07 2021/05/12 4 3
3 2021/03/17  CRPO.21mg/dL
200mg/ 2010/07
2011/02 2013/07 2014/01
4mg/ 8mg/ 20 mg 50mg/
2014/05 2016/03 2014/08/01 CKD
G5A2 03/17  Cr2.96mg/dl eGFR12.4ml/ , +1 2013/04
2003/05 2013/06
2020/06/10
1
200 mg 20 mg
2021/04/29 CovVID-19 BNT162b2
EW4811 2021/07/31
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2021/05/20 15:00 COVID-19 BNT162b2

EY2173 2021/08/31 2

2021/05/24 14:00 3 23

2021/05/24 4
2021/05/27 7
2021/04/29 2021/05/20 2
1 2 ;
2020/06/10 5900/uL H 9.0g/dL 114000/uL  2020/09/02

5900/uL  Hb9.4g/dL 134000/uL

2020/10/28 4400/uL  Hb9.2g/dL 126000/uL
2021/01/20 7100/uL  Hb10.3g/dL 133000/uL
2021/03/17 3200/uL  Hb9.2g/dL 112000/uL
2021/05/20
2021/05/24
13:00 14:00
37.4 120 130/90mmHg
111-200 130/72 72/ 72
111-100 4mm/4mm +/+ 37.1
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120/86mmHg 97/ 96% 16 / COVID-19
8000/uL
GICU 10
2021/05/25 2
16000/uL
111-200
2021/06/24 158000 348000/ul
2021/06/24
2021/05/26 3000/uL 2021/05/27 4000/uL
2021/05/27 13:46
BNT162b2
ccP 142.0u/ml RF 871u/ml MMP3
111.5ng/ml TNF
RNP
B2 GP1 C3 70mg/dL C4 18mg/dL
CH50 55.0u/ml ;
1547mg/dL 693mg/dL 70mg/dL HIT
PA- 206.0ng/10"7cells 46ng/1077 cells
1gG
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PA- 206.0ng/10"7cell 196

2
4 25
2021/05/27
2022/06/13 1
80 [BNT162b2]
CKD CKD
G5A2 - [
] 12
[ 1
4
11.2x104/uL 0.8x104/uL
cT
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0.3x104/uL PA-19G

206ng/107
3
202101421301 Frontiers in Medicine,
2021, Vol 8, DOl 10.3389/fmed.2021.751598 "Potential Triggers for

Thrombocytopenia and/or Hemorrhage by BNT162b2 Vaccine, PFfizer-BioNTech"

4 4 1
CovID-19
746 379
364 3 65 43 65 698 5
57,401,937 11,713,945 48,294,827
45,687,992 65 9,107,110
07/16 35,650,101 1 100
12 11 12
60
PLT
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2x2
P < 0.05
1
80
CKD
CKD G5A2
12
BNT162b2

JMP 15 SAS Institute Inc

RF) 2010 RA

MTX

GLM

(CCP)

24




11.2x 104/uL

0.8x 104/uL )
0.3x 104/uL
dsDNA
G PA-1gG 206ng/107 46ng/107

BNT162b2

12
2 1

3

11-15 x 104/uL

TNF

1 2 TNF

BNT162b2

BNT162b2

IVIG
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PQC

LOE
6
PRID
PRID 6022620 -BIONTECH COVID-19
EY2173
NTM
CAPA
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CAPA

2021/06/24

2021/05/26

2021/06/25 2021/06/30

PQC

2021/08/03

CAPA
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2021/10/28

2021/11/02

2021627544 202101421301

2021627544

2021/03/18 2021/05/20

2022/06/13

Potential Triggers for
Thrombocytopenia and/or Hemorrhage by the BNT162b2 Vaccine, Pfizer-BioNTech,
Frontiers in Medicine; 2021; vol 8; pp 1-7; DOl: 10.3389/fmed.2021.751598
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PMDA

97

1990

;1995/05

CovID

2021/05/31 15:10

97

2021/06/08

(PVDA)

v21116975
36.3
; 2019/01
;2012 2014
/ ;
/ nos/ ta/
/ / /
4
COVID-19 bnt162b2
EX3617 2021/08/31 1
8
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2021/06/24

2021/05/31

2021/06/08

2021/06/08

2021/06/09
AF

2021/06/08

2021/06/09

2021/06/09

2021/06/09

2021/06/09
NT-proBNP

2021/06/10

I 111, avF small g ST

ST

CK

CK-MB

CRP
5140

ST

24
bnt162b2
1
/
ECG PAC Sp02 97
2021/06/08
ST T ST
Q PAC
AF Il 111 avF small g ST
V50 flat T
T
1.77ng/mL
377U/L ;
44U/L
0.987mg/dL T 44
ECG ST
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2016/06/15

2021/06/10

2021/06/24

2016/07/20

2021/06/09

2021/07/08

2021/06/10
A

2021/06/10

UcG FS 48
UcG FS 19
NT-proBM 80pg/ml
NT-proBM 5140pg/ml
NT-proBM 2490pg/ml
ucG
synergy
(
2
2021/07/16

asynergy

125

125 ;

125

2021/06/24 UCG

bnt162b2
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2021/07/27

2022/06/21

/PT-

/
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A CASE OF IMMUNE THROMBOCYTOPENIC PURPURA DUE TO COVID-2019 VACCINATION THAT WAS
SUCCESSFULLY TREATED BY SPLENECTOMY , The 34th Meeting of Japanese Society of
Hepato-Biliary-Pancreatic Surgery, 2022; Vol:34th, pgs:511 COVID-19

ITP 1 2022 83(5) 931-936

v21117678 PMDA

50 3
2021/04/23 CovID-19 BNT162b2
ER9480 2021/07/31
50
2021/05/14 2 CovID-19 BNT162b2
EW4811 2021/07/31 2
50 3
2021/05/28 14 3000/mm3
2021/05/28 14
2021/05/31 17 3000/mm3
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2022/06/06

2 1000/ml  2000/ml
5000/ml 23000/ml
2 75000/ml
The diagnosis was ITP 3000/mm3
Activated partial thromboplastin time: ( ) 28.4 ; Biopsy bone marrow: (
) : ;i ( )

, : (2021/05/31) ; Blood pressure
measurement: ( ) 111/73 mmHg; Blood test: ( ) ;
Coagulation test: ( ) 0.95;  ( )

2 ( )
; Haemoglobin: ( ) 8.4 g/dl; Heart rate: ( ) 74,
: / ; Helicobacter test: ( ) ; biochemical examination: ( )
; Laparoscopy: ( ) ;
Platelet count: ( ) 1000 /mm3, : 2 2 o ¢ ) 1000
/mm3; ( ) o ¢ ) 2000 /mm3; ( ) 5000 /mm3,
o ¢ ) 10000 /mm3, : thrombopoietin receptor agonists (TPO-RA)2
i ( ) 23000 /mm3, : ;i ( ) 106000 /mm3; ( )
203000 /mm3, : 5 1 ( ) 75000 , 2 ; (2021/05/28)
3000 /mm3, : ; Red blood cell count: ( ) ; Reticulocyte count: (
) ¢ ) 70800 /mm3; White blood cell count: ( ) 5100 /mm3.

BNT162b2
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2022/06/06 A CASE OF
IMMUNE THROMBOCYTOPENIC PURPURA DUE TO COVID-2019 VACCINATION THAT WAS SUCCESSFULLY
TREATED BY SPLENECTOMY , The 34th Meeting of Japanese Society of Hepato-Biliary-
Pancreatic Surgery, 2022; Vol: 34th, pgs: 511

ul /mm3

(2022/06/27) COVID-19
o1 2022 83(5)
931-936
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9290

2021/04/27 15:15 54
ER7449

30

2021/04/28

2021/05/11

2021/05/11 ECGG

2021/04/30 6800

2021/04/30 CRPO.51

2021/04/30 310,000

2022/05/11

2022/04/30

ECG

2022/04/28 17:00

2021/06/30

41

67.9%

BNT162B2
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BNT162b2

2021/07/13

2022/01/30

2022/06/28
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PMDA v21120089

2021/07/06 11:59
BNT162b2
78

COVID-19

CovID 4

2021/06/15 11:45 COVID-19

FA7812 2021/09/30
2021/07/06
2021/07/10 00:00 4

2021/07/10 09:00

2021/07/10

EW0203

BNT162b2
78

36.4

12

2021/07/14

COVID-19

37.0

2021/09/30

39




2021/07/10 00:00 2021/07/10 09:00

2021/07/10 37.0
2021/07/10 ST
2021/07/10 CcT
CAG
NSAIDs

COVID-19
2021/07/11 5
2021/07/13 CcT

BNT162b2

40




2021/07/10

T CRP ESR 1

2021/07/10 1

2021/07/10 CK 66 U/L

2021/07/10 CK-MB 8 U/L

2021/07/10 CRP 0.60 mg/dL

2021/07/10 D- 0.78 ug/ml

2021/07/10

MRI

2021/07/13 CT

2021/07/10
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2021/07/10

2021/07/21 CRP C- 0.16mg/dL 0-0.3
/
/ EKG
/ /ER /
CK-MB T I ESR
D-
/ MR
2021/08/03
2021/08/10
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2022/02/25

2022/06/13

2021/07/21

CRP
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PMDA

2021/06/24 70 2
BNT162b2

2021/06/03

2021/06/25 2

2021/07/09 2

2021/07/14 2

2021/06/03

2021/06/24

2021/06/25 2

2021/07/09 2

PMDA

v21120421
CovID-19
EwW0201
70
COVID-19
FA2453 2021/08/31
1
15
20
1
2
1
15
AIDP
BNT162b2
GBS

2021/09/30 2

BNT162b2

14




2021/06/25

5m
12 28
2021/07/12
F GBS
2021/07/09 2/uL 69mg/dL 117mg/dL
CSF 50 /uL
CSF
2021/07/14 MRI
2021/07/09 GM1 GQlb
; Blood calcium: ; Blood copper: ; Blood immunoglobulin G: ,
GM2 GM 1 GDla GalNAc-GDla GD1b GTla GTlb GQlb GM1/GD1a
GM1/GT1la ; Blood immunoglobulin M: ,
GM2 GM 1 GDla GalNAc-GDla GDl1b GTla GTlb GQlb GM1/GD1a
GM1/GT1la ; Blood iron: ; Blood magnesium:
; Blood zinc: ; : ; CSF : 2 cells/uL,
1 17.6/20.9 kg,

45




27 EGM ;

, 4 5 ; ; ;
; ; ; Protein
total: 117 mg/dl, : GBS ; SARS-CoV-2 : 10.2 ug/ml,
CSF; 1370 ug/ml, : ; SARS-CoV-2 : ,
CSF CSF
; Vitamin B1: ; Vitamin B12: ; Vitamin B2:
GBS
GBS
1% -BioNTech
2 GBS
70 23 -BioNTech
2
5 6
14
4+/5 17.6/20.9kg
CSF 2 cells/uL
117mg/dL GBS GM2 GM1 GDla GalNAc-
GDla GD1b GTla GTlb GQlb GM1/GDla GM1/GT1a
IgM
2
-CoV-2 1,370u/ml CSF 10.2u/ml

-CoV-2
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CSF

18
EGM
EGM
GBS
IVlg 400mg/kg/ 5
27 EGM
IVMP  1,000mg/ 3
GBS GQlb GTla GD1b
GBS
-CoV-2
GBS
-CoV-2
GBS
GBS

GBS

GBS

GBS

GBS

20

IVMP

GBS

GBS
36

GBS

IVIG

GBS

GBS
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2021/08/06

2022/06/22

202100923796

Internal medicine, 2022; Vol: 61(11), pgs:1757-1760,

GBS

202200541896
202100923796

"Sensory Ataxic Guillain-

Barre Syndrome with Dysgeusia after mRNA COVID-19 Vaccination."

Internal medicine.8967-, DOI:10.2169/internalmedicine.8967-21.
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143 2021 158
43

158

2021 132 ;

"Myopericarditis after COVID-19 mRNA Vaccination”, Circulation Journal, 2022;

Vol:86, pgs:472, DOI:10.1253/circj.CJ-21-0683

v21121170 PMDA

2021/06/21 49

EY5420 2021/11/30

2021/05/31
2021/11/30

2021/06/23

2021/06/25

2021/06/25

2021/06/25

2021/06/28

2021/07/01

BNT162B2
49

EY5420

2021/06/23

2021/06/30

PMDA

49




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; 1 (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) ; : (2021/07/02)
(2021/07) ; 1 (2021/07/01)

CT 2021/07/02
C-reactive protein: (2021/07/02) 19.78 mg/dl
; (2021/07) 19.78 mg/dl; : (2021/07/02) ; (2021/07/02)
(2021/07) : V1-2 R ; Ejection fraction:
(2021/07/02) 43 %

50




E1A-3 : (2021/07)

33 %, : ; (2021/07) 58 %, 12 ;
2021/07/02 R Q R Q
2021/07/02 1.2ug/ml : (2021/07)
; Haematology test: ( ) ,
; Heart rate: (2021/07/02) 93 bpm; (2021/07) 93, : / ; Histology:
( ) ; 2 ( ) ,
; ( ) , : ;
(2021/07/02) ; (2021/07/02) ; (2021/07) 1301, tms, ; (2021/07)
1176, 1 oms, 12 o ) ,
¢ ) , : ; MRI: ( )
; (2021/07/02) ; 1 (2021/07/02) ;
T2
T1
1
(2021/07) T2 , : B
33% LGE global native T1 1301 ms
C ; (2021/07) ( : E), native T1 1176ms (
F. LGE, 12 ; : (2021/07/02) 97 %, : ;
2021/07/02
;sars-cov-2 test: (2021/07) ; Troponin: (2021/07/02) ; Troponin 1:
(2021/07/02) 4364.5 pg/mL : ng/mL  (2021/07) 4364.5 pg/mL; Viral test:
(2021/07)
49 BNT162b2-mRNA -BioNTech 2
11
4
37.3 95/67mmHg 93 /

51




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
( )
( )
/
- BioNTech COVID-19 SARS-CoV2
/

52




2021/06/25
CRP

2021/07/02

2021/07/02

E1A-3

2021/07/02

2021/07/02
2021/06/25

2021/07/02

2021/07/02

2021/06/25
2021/07/02
2021/07/02

T1

2021/06/25
2021/06/28
19.78mg/dL
1.2ug/ml 2021/07/02
T2

43%

2021/07/01

/

2021/06/25 2021/06/28

BNT162B2

2021/07/02

D-

53




12

15

CMR

(2021/08/11)

2021/10/04

native T1

1176ms

LGE

54




2021/10/25

2021/12/10

2021 132

158

143

, 2021, 158

43

;24

55




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

vol 86(3)

56




2022/06/10

2022/06/10

57




10295

70

Guillain Barre

23 2022; Vol:23rd, pgs:120 PMDA v21120908

v21123128 v21120908 PMDA v21123128 PMDA

2021/06/03 16:30 70 70 1
BNT162B2
70

2021/06

2021/06/10 7

2021/06/17 14

2021/06

2021/06/03 1

2021/06/10 7

2021/06/14

2021/06/15 12

MRI

FA4597 2021/08/31

40 40

58




2021/06/17

NCS
2021/06/15
2021/06/17 14
2021/06/17
MMT
MMT  0/0
1/0 3/
11.4 kPa
MWST 3b MASA145

GM1 GDla GD3 GTib

/
F tibial
GBS
Ivlg
MMT
0-1 1 2
MPT5
RSST2
GalNAc-GDla
5

BI

Distal latency

CMAP

temporal dispersion

1/1

25mg/dL

59




06/18 2
06/19 6/29
06/17-21 1 06/26-30 2
MMT Flaccid
07/30-8/3 3
2021/06/26 23 2nd lvig
2021/06/29 26
2021/06/17 / BNT162B2
GBS
2021/06/17 14
31
GBS 2021/06/15 /

60




12

28
GBS
M
MRI
2021/06/15 MRI
MRI MRA
MRI C5/6 Bulding
2021/06/17 GM1 GQ1lb GDla:1gG(+)
GD3:1gG(+)  GT1lb:1gG(+) GalNAc-GDla:lgG(++) GM2 GM3 GQlb
Gal-C  GDla/GD1b
2021/06/17 14
GBS M
F F
2021/06/17 14
5/uL 65mg/dL 25mg/dL
MRI 2021/06/18 15
C 3/4
2021/06/17 14 GM1
GQ1b

61




2021/06/30

2021/06/18 -

2021/06/18 C 3/4

2021/06/10 bnt162b2

2021/06/15 bnt162b2
2021/06/17 1V 1g

bnt162b2

2021/06/17

2021/06/29

2021/06/10

2021/06/14

2021/06/15

2021/06/17

2021/06/17 1V lg

2021/06/29

62




2021/06/17

2021/06/17
2021 6
C 3/4
2021/06/17 140
Gal-C
COVID-19
2021/08/04 PMDA v21123128
PMDA
2021/08/20

63




3/4

2021/09/07

2021/09/21

2022/06/27

Guillain Barre

pgs:120

GCS

140

23

Bl

TTS GBS

70
2022; Vol:23rd,

MMT

64




10826

PMDA

2021/06/01 42
EY0779
42

CovID

PMDA

v21121999
COVID-19
2021/11/30
4
2

Pfizer-BioNTech COVID-19

Pfizer-BioNTech COVID-19

2021/06/01

2021/06/16

2021/06/16

2021/06/13

2021/06/16

15

15

BNT162b2

BNT162b2

SARS-CoV2

2021/07/10

70-80

50

65




2021/06/16 SARS-CoV-2

CK 1268 U / L

BNP

2021/06/16

2021/06/16

2021/06/16

2021/06/17

2021/06/19 -

2021/06/16

2021/06/16

2021/06/13

2021/06/16

2021/06/16 I,

COVID-19 PCR

GPT 50U /7L

297pg / ml T [

2021/06/13

(46393 ng/ml) ;

GOT 224U/ L

] 1 46393pg / ml

Impella

66




2021/06/16 CK, (1268 U/L);

2021/06/16 CK-MB, (139 U/L);

2021/06/16 CRP, (0.55 mg/dl);

2021/06/18 CK-MB, 3.1;

CRP ;
ESR(L ) :
2021/06/17 D- , (1.2 ug/ml)
2021/07/01 MRI
2021/06/16
2021/06/21 52%

2021/06/16  40%

2021/06/16

67




2021/06/20 Impella

2021/06/21 ICU

2021/06/27
2021/07/10
2021/07/10 1 9
70-80mmHg / 60mmHg HR 50-90 /
Sp02 98 32 /

Impella CP

70-80 /

EKG

ER

68




CK-MB T I ESR

2021/09/22 CRP C /

0.03 0

2021/07/01
2021/08/18 2021/12/01

ICU 2021/06/16

2021/06/16 2021/07/10

2021/06/16

2021/08/30

2021/08/18

2021/06/21

BNT162B2

69




(2022/01/30)

(2022/02/07)

2022/02/17

70




2022/02/22

2022/05/20
2021/05/27
2021/08/18
FU#9
2022/06/10
2022/06/17

2021/09/22
2021/08/18

CRP 2021/07/01

BNT162b2

71




#19

2




10887

v21119485

2021/05/21 16:30

2021/05/22 20:00

2021/05/22

2021/05/24

73
83 11
EX3617
36.3
20 1
1
1
1
3

2021 Vol 73rd pgs 5 PMDA

COVID-19
2021/08/31
1
40
20 1
1
0.5

BNT162b2

60

250

73




2021/05/24 14900 4.5% Hb 16.4%
169000 CRP 13.54 AST 12 ALT 10 ChE 58 y-GTP 20 BUN 23 Cr 2.89 TP 4.0 ALB

2.1 BS 189
1 250ml 3

2021/05/27 6 40mg/
2021/05/24 3
2021/06/09 18

14900 Hb 16.4% CRP 13.54 ChE 58 BUN 23 Cr 2.89 TP 4.0 ALB2.1
BS 189 2021/06/21 30

BNT162b2
1
83
3

4




2021/08/25

2022/06/20

202100978241

202100978241

202200751869

75




1 68 202;
vol: 68 pgs: 16 v21123005 PMDA JP-PFIZER INC-
202101651572 (Pfizer)
2021/08/05 09:00 61 3 61 3 COVID-19
BNT162B2 FD0889 2021/12/31 2
+ -
; 2
200
11334 ’ :
1
2021/07/15 09:00 61 COVID-19 BNT162B2
EY5422 2021/11/30
2021/08/06
2021/07/15 BNT162b2
2021/08/05 BNT162b2 2

76




2021/08/06

2021/08/10 5

2021/08/10

2021/08/11

BNT162b2

5179 1.5cm 0.6cm

60

7




21 1 2 1

2 1
2 2 2
5
21
2021/07/15 09:00 CoVID-19 BNT162b2
2021/08/05 09:00 COVID-19 BNT162b2
2
2021/08 2021/08/13 2021/08/16 CRP
C- 2.23mg/dL
2021 2021/11/01 2021/11/04 268 pg/mL
2021/11 2021/11/01 2021/11/02 10.2mg/dL IgE

-RIST 20001U/ml

2021/07/15 09:00

2021/08/05 09:00 2
2021/08/06
2021/08/07 1 15 2 2021/08/06

78




15

2021/08/10

11:49

12:03

12:21

13:02

2021/08/10 11:49

2021/08/10 12:03

CPA

2021/08/10 12:21

2021/08/10 CT

2021/08/10 13:02

Al CT

PTE

CPA

2A

79




2021/08/10

PGS Puurs

NTM

DEV-064/
FD0889

FDO889

CAPA

DEV-065/AeroSafe

80




: CRP
2021/11/01
2021/11/02

:1gE RIST

2021/08/13
2021/11/04

CAPA

2021/08/16

2021/11/01

2021/11/01
2021/11/02

81




2021/08/25

2021/09/01

2021/10/22

2021/12/10

2021/12/10
/2

500um

202101651572

500um

202101035641

202101035641

82




2021/12/31

2022/06/17

CRP
IgE(RIST)

83




11343

PMDA V21122656 v21128074
(PMDA), v21128074 (PMDA)

2021/07/26 16:30 74 COVID-19

/ FD0889 2021/09/30

74
CovID 4

2

2021/07/27 23:10 1 6 40
2021/07/27 1
asynergy
2021/08/03 8

v21122656

BNT162b2
30 ug

84




BNT162b2

37 5 ICU

2021/09/03 1 7 7 30

VF

2021/07/27 CPA

85




2021/09/03

2022 6 11 12

BNT162b2

BNT162b2 /

2021/09/03

CPA

13

BNT162b2

BNT162B2

86




PFIZER-BIONTECH COVID-19 VACCINE

FD0889
NTM
CAPA

2021/10/19

DEV -064/ 1 DEV-065/

FD0889
CAPA
2021/08/24

CAPA

QC

87




2021/09/29

2021/09/03

2021/10/08

2021/10/19

2021/11/12

DEV-077/
DEV-079/

PMDA

2021/10/12

PMDA
v21128074

30

DEV-078/

DEV -064/

88




1 DEV-065/ FD0889

2022/06/14 PV202200000067 202101023234
202101023234
2021/09/03
2022/07/27
CPA 2021/07/27
CPA 2022

89




11651

(PNDA)

PMDA v21123061
2021/07/15 11:00 45 CovID-19

FD0889 2021/09/30 0.3 ml

2021/03/19
36
2021/07/19 14:00 4
2021 2021/08/21 37
2021/08/03 19
1

2021/07/19 14:00

2021/07/19 14:00

2021/03/19

2021/07/21
T2

BNT162B2

(ADEM)

C5-6

45

90




1 PMDA

2021/07/21

2021/08/21 2021/08/03
bnt162b2

2021/09/08

2022/06/29

91




#6 #/

#8

JP E2B additional doc

92




11703

PMDA

2021/07/19 64

CovID

2021/06/28
/

2021/07/21

2021/07/21

2021/08/07

2021/07/21

MRI

v21122907

9

covid-19
FC3661
/

36.3

EF 20

(PNDA)

50

covid-19 2
FD0889 2021/09/30
BNT162B2
2021/12/31

BNT162B2

64

93




2021/07/21

5.58mg/dl

CRP

2021/08/07

2021/08/07

2021/08/07

14 64

50

60-80
20
20
20
30
1

mRNA-1273 Moderna

C-
2021/07/22

3

CRP 0-0.14 2021/07/21
EF 24%
/
/
/
B
6
BNT162b2 Pfizer-BioNTech

94




3 42%

4 18 7.7

64

30%

EF 70%

16 29

2021/07/21 2021/08/07 18

95




C- 0-0.14

60-80
2021/07/22  24%

2021/07/21

MRI

BNT162b2

30%

2021/06/28

50

36.3

2021/07/21 5.58 mg/dl

20

50

70%

96




2021/09/02

2022/01/17

2022/02/18

17

18

BNT162B2

CRP EF
2021/07/15

/
2021/07/21

97




CRP

2022/03/14

246 2022 246
60-80 EF  24%

2022/06/10

2022/06/24
2021/07/21 I 24.849 ng/ml CK 401 U/I CK-MB 36
u/1 CRP 5.58 mg/dl D BNP 868.6 pg/ml

32%
Q

98




2021/07/28

2021/08/02

MRI

CRP ESR(1

)

CT

99




COVID-19
(COVAES)
2021/08/16 18:00 57 COVID-19 BNT162b2
FC9873 2021/09/30 2
57
; COVID-19
2
; 40 mg
; ; CovID 4
11818
Pfizer-BioNTech COVID-19 SARS-CoV2
; Pfizer-BioNTech COVID-19
2021/07/26 18:00 COVID-19 BNT162b2
FC9873 2021/09/30 57
2021/08/13 18
2021/08/13 2 3
2021/08/13 1 10m
2021/08/20

100




2021/08/19

2021/08/13

2021/08/20

2021/08/20

2021/10/16

2021/08/16

2021/08/19

2

2021/08/20

/
9412 .8pg/ml

18

2021/08/13

2021/09/04
2021/08/19
COVID-19
1 10m

15

101




2021/08/20

Angiogram 2021/08/20

Biopsy heart 2021/08/30 ;

Blood creatine phosphokinase 2021/08/20 4251071

Blood creatine phosphokinase MB 2021/708/20 30.81U/1

Cardiac function test ;

Chest X-ray (2020) ;

C-reactive protein 2021/708/20 0.3mg/dl

Echocardiogram 2021/08/20

Electrocardiogram  (2020) ;2021708720

Fibrin D dimer 2021/708/20 1.4ug/ml

Magnetic resonance imaging heart 2021/08/20 LGE
T2

T1

u/L

mg/dL

25.8%

ug/mL ;

2021/08/27

u/L

102




Myocardial necrosis marker 2021/08/20

SARS-CoV-2 test 2021/08/20

Troponin | 2021/08/20 9.412ng/ml
LGE
Confirmed
BNT162b2
2020
2021/10/18

9412 .8pg/ml
CDC

2021/08/20

ng/mL

2021/09/04

MRI

103




2
2
2021/08/30
2021/08/20
2021/08/19
2021/08/20
425U/L
30.8U/L
CRP 0.3mg/dL
D- 1.4ug/mL
2021/08/27

T2

2021/08/13

2021/08/16

9.412ng/mL

104




T1

1
2021/08/20
2021/08/20
25.8
2021/08/20
/
BNT162b2

105




2021/10/16 PMDA

PMDA v21130017
2022/06/17
Department cardiology
1 RMH
CRP D-

106




107




12215

2021/07/19

2021/06/28

2021/07/19

2021/08

2021/09/22

2021/06/28
FC5295

2021/07/19
EY0573

COVID-19

09:51 68 68

EY0573

COVID-19

COVID-19

09:48 68
FC5295

09:45

09:48
2021/09/30

09:51
2021709730

COVAES

2021/09/30

CovID-19
2021/09/30

BNT162b2

BNT1
2

CovID-19 BNT162b2
2 0.3ml
BNT162b2
2
2021/08
BNT162b2
62b2

108




1mg

2010/09/14

2012/08/03

2014/04/04

2015/11/10

2017/04/06

2019/07/01

2021/04/12

2021/06/14

2021/06/28

2021/08/16

2021/08/16

100mg 300mg
250mg

LDL

109




Pfizer-BioNTech Covid-19 SARS-CoV2

Pfizer-BioNTech COVID-19

COVID-19 bnt162b2 1 0.3mL

2021/07/19 2 2

110




2021/08/16 2 28

2022/01 1
bnt162b2

2021/09/07

2021/09/22

BNT162b2

2022/06/28

VT

111




12284

COVID-19 COVAES

2021/07/26 18:00 57 COVID-19
FC9873 2021/09/30
57
4
2
Pfizer-BioNTech COVID-19 SARS-CoV2

Pfizer-BioNTech COVID-19

CovID-19
2021/08/13 2 3
2021/07/26 1
2021/08/13 / 1 10m
/
2021/10/07 73 2

52

BNT162b2
1

112




2021/08/20
BNT162b2

2020 X

CRP ESR 1 D
MRI

2021/10/16

PMDA v21130017

2021/10/18

2021/09/04

PMDA

CK-MB  CRP

113




2022/06/02

2022/06/17

114




12516

PMDA

31 6

2021/07/02 31
BNT162b2

COVID-19

2021/07/14

2021/07/20

2021/08/06

2021/08/11
2021/08/11

2021/07/02 2

2021/07/07

2021/07/14

PMDA

v21124895
31 31 6
/
COVID-19
12
18
40
38.8

COVID-19

SARS-Co2PCR

115




2021/07/20

(MMT4 )
1Vlg 3
GQ1lb ( )
MPS
GBS

2021/07/02 2021/07/07

2021/07/20 2021/08/06
bnt162b2 2

5
2021/07/02 2
2021/07/07 38.8 SARS-Co2PCR
2021/07/14
2021/07/20
(MMT4 )
1Vlg 3
GQ1lb (
) MPS
GBS

2021/07/02 2021/07/07

GBS

2021/07/14
Hughes 3
5m

116




28

2021/07/21
E

2021/07/20

2021/07/20

2021/09/10

2021/07/14

2021/07/20

2021/08/04

2021/09/07

2021/09/07

GBS
1/uL
(MRI
2021/07/07
2021/07/20 2021/08/06

54mg/dL

GM1

17mg/dL

12

GQ1b

117




2021

2021/07/14
2021/07/20
2021/07/20
2021/07/23
2021/09/07
/
/
Pfizer-BioNTech

CoV2

Pfizer-BioNTech

2021

118




2021/07/07 ;

10 2021/07/14
2021/07/21 ;

500mg 2021/07/14 2021/07/21

Alanine aminotransferase: (2021/07/20) 17,

18:18; (2021/07/21) 15, 1 10:39; (2021/07/28) 17, 1 10:07; (2021/08/04)
338H, : 10:39; (2021/08/05) 288H, : 10:21; (2021/08/11) 110H, : 09:27;
(2021/09/07) 20, 1 09:48; Antibody test: ( ) ; (2021/07/20)

; (2021/07/20) ; Anti-ganglioside antibody: ( ) ; ( )

i ( ) i ( ) ; ( ) i ( ) ;

(2021/07/20) o ¢ ) ¢ ) ; Aspartate
aminotransferase: (2021/07/20) 19, 1 18:18; (2021/07/21) 17, : 10:39;
(2021/07/28) 25, : 10:07; (2021/708/04) 199H, 1 10:39; (2021/08/05) 137H,

: 10:21; (2021/08/11) 42H, 1 09:27; (2021/709/07) 19, 1 09:48; Basophil
count: (2021/08/05) 1.0, 1 10:21; (2021/09/07) 1.0, : 09:48; Blood alkaline
phosphatase: (2021/07/20) 83, 1 18:18; (2021/07/21) 85, : 10:39;
(2021/07/28) 71, 1 10:07; (2021/08/04) 84, 1 10:39; (2021/08/05) 88,
10:21; (2021/08/11) 88, 1 09:27; (2021/09/07) 60, 1 09:48; (2021/07/20)
236, 1 18:18; (2021/07/21) 241, 1 10:39; (2021/07/28) 202, 1 10:07;
(2021/08/04) 239, : 10:39; (2021/08/05) 250, 1 10:21; (2021/08/11) 250,

1 09:27; (2021/09/07) 170, 1 09:48; Blood bilirubin: (2021/07/20) 0.4,
18:18; (2021/07/21) 0.6, : 10:39; (2021/07/28) 0.3L, 1 10:07; (2021/08/04)
0.3L, : 10:39; (2021/08/05) 0.4, : 10:21; (2021/08/11) 0.5, 1 09:27;
(2021/09/07) 0.9, 1 09:48; Blood chloride: (2021/07/20) 103, : 18:18;
(2021/07/21) 103, : 10:39; (2021/07/28) 100L, 1 10:07; (2021/08/04) 104,

: 10:39; (2021/08/11) 105, 1 09:27; (2021/709/07) 105, 1 09:48; Blood
cholinesterase: (2021/07/20) 337, 1 18:18; (2021/07/28) 297, : 10:07;
(2021/08/04) 321, 1 10:39; (2021/08/11) 351, 1 09:27; (2021/709/07) 326,

: 09:48; Blood creatine phosphokinase: (2021/07/20) 65, 1 18:18; (2021/07/21)
59, : 10:39; (2021/07/28) 34L, : 10:07; (2021/08/04) 34L, : 10:39;
(2021/08/11) 58, 1 09:27; (2021/09/07) 52, : 09:48; Blood creatinine:
(2021/07/20) 0.64, : 18:18; (2021/07/21) 0.70, : 10:39; (2021/07/28) 0.70,

1 10:07; (2021/08/04) 0.67, : 10:39; (2021/08/11) 0.69, 1 09:27;
(2021/09/07) 0.66, 1 09:48; Blood potassium: (2021/07/20) 4.1, 1 18:18;
(2021/07/21) 3.9, : 10:39; (2021/07/28) 3.8, : 10:07; (2021/08/04) 3.3L,

: 10:39; (2021/08/11) 4.2, 1 09:27; (2021/09/07) 4.0, 1 09:48; Blood
sodium: (2021/07/20) 137L, 1 18:18; (2021/07/21) 140, 1 10:39; (2021/07/28)
134L, : 10:07; (2021/08/04) 139, : 10:39; (2021/08/11) 139, 1 09:27;

119




(2021/09/07) 139, 1 09:48; Blood urea: (2021/07/20) 14.1, : 18:18;
(2021/07/21) 11.6, 1 10:39; (2021/07/28) 9.4, : 10:07; (2021/08/04) 10.6,

: 10:39; (2021/08/11) 8.8, 1 09:27; (2021/09/07) 13.7, 1 09:48; Body
temperature: (2021/07/07) 38.8 Centigrade; Cardiac electrophysiologic study:
(2021/07/21) GBS , : M

F GBS ; CSF cell count: (2021/07/20) 1

/mm3; CSF glucose: (2021/07/20) 54 mg/dl; CSF protein: (2021/07/20) 17 mg/dl;
Eosinophil count: (2021/08/05) 1.0, : 10:21; (2021/08/11) 3.0, : 09:27;
(2021/09/07) 4.0, : 09:48; Epstein-Barr virus test: (2021/08/05) 6.0,
10:21; (2021/08/11) 3.0, 1 09:27; (2021/09/07) 1.0, 1 09:48; Gamma-
glutamyltransferase: (2021/07/20) 16, 1 18:18; (2021/07/21) 15, : 10:39;
(2021/07/28) 14, 1 10:07; (2021/08/04) 39H, 1 10:39; (2021/08/05) 42H,

: 10:21; (2021/08/11) 38H, 1 09:27; (2021/709/07) 19, : 09:48; Glomerular
filtration rate: (2021/07/20) 87, 1 18:18; (2021/07/21) 79, : 10:39;
(2021/07/28) 79, 1 10:07; (2021/08/04) 83, 1 10:39; (2021/08/11) 80,
09:27; (2021/09/07) 84, 1 09:48; Haematocrit: (2021/07/20) 40.5, : 18:18;
(2021/07/21) 42.6, 1 10:39; (2021/07/28) 40.7, : 10:07; (2021/08/04) 39.7,

: 10:39; (2021/08/05) 38.5, 1 10:21; (2021/08/11) 41.8, 1 09:27;
(2021/09/07) 39.9, 1 09:48; Haemoglobin: (2021/07/20) 13.1, 1 18:18;
(2021/07/21) 13.6, 1 10:39; (2021/07/28) 13.1, : 10:07; (2021/08/04) 12.9,

: 10:39; (2021/08/05) 12.6, : 10:21; (2021/08/11) 13.1, 1 09:27;
(2021/09/07) 13.0, 1 09:48; Protein-cytological dissociation: (2021/07/20)

; Lymphocyte count: (2021/08/05) 36.0, : 10:21; (2021/08/11) 34.0,

09:27; (2021/09/07) 27.0, 1 09:48; Lymphocyte morphology abnormal: (2021/08/05)
1.0, : 10:21; Mean cell haemoglobin: (2021/07/20) 30.5, : 18:18;
(2021/07/21) 31.7, 1 10:39; (2021/07/28) 31.5, : 10:07; (2021/08/04) 32.0,

: 10:39; (2021/08/05) 32.2, : 10:21; (2021/08/11) 31.5, 1 09:27;
(2021/09/07) 31.8, 1 09:48; Mean cell haemoglobin concentration: (2021/07/20)
32.3, 1 18:18; (2021/07/21) 31.9, : 10:39; (2021/07/28) 32.1, 1 10:07;
(2021/08/04) 32.6, 1 10:39; (2021/08/05) 32.8, : 10:21; (2021/08/11) 31.3L,

1 09:27; (2021/709/07) 32.5, 1 09:48; Mean cell volume: (2021/07/20) 94.4,

1 18:18; (2021/07/21) 99.4H, 1 10:39; (2021/07/28) 98.4H, : 10:07;
(2021/08/04) 98.2, : 10:39; (2021/08/05) 98.1, : 10:21; (2021/08/11)
100.5H, 1 09:27; (2021/09/07) 98.1, 1 09:48; Neurological examination: (

) ,
3.95ms CMAP 10.83mV  MCV55.1m/s F
31% SNAP 0.9maroV SCV
50.6m/s SCV  49m/s
SNAP1.7microV H
; Platelet count: (2021/07/20) 342, 1 18:18; (2021/07/21) 373H,

1 10:39; (2021/07/28) 182, : 10:07; (2021/08/04) 184, : 10:39;

(2021/08/05) 210, 1 10:21; (2021/08/11) 253, 1 09:27; (2021/709/07) 216,
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: 09:48; Red blood cell count: (2021/07/20) 4.29, 1 18:18; (2021/07/21) 4.29,

1 10:39; (2021/07/28) 4.14, 1 10:07; (2021/08/04) 4.04, : 10:39;
(2021/08/05) 3.93, 1 10:21; (2021/08/11) 4.16, : 09:27; (2021/09/07) 4.07,
1 09:48; SARS-CoV-2 test: (2021/07/07) ; White blood cell count:
(2021/08/05) 54.0, : 10:21; (2021/08/11) 60.0, : 09:27; (2021/09/07) 67.0,
1 09:48; (2021/07/20) 7.10, : 18:18; (2021/07/21) 6.66, : 10:39;
(2021/07/28) 4.00, - 10:07; (2021/08/04) 6.53, : 10:39; (2021/08/05) 5.52,
: 10:21; (2021/08/11) 5.17, 1 09:27; (2021/09/07) 6.45, 1 09:48
BNT162b2
BNT162b2
BNT162B2
2021/09/10
BNT162B2
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2022/06/21 SARS-CoV-2

2022;vol 62(S) pgs 566

1 ; GQlb
GM1 GM3 GD1b GD3 GTlb GalNAc-GDla GTla
; EUA ;
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13009

59

COVID-19

59 $359
PMDA V21126513
2021/08/05 40
/ FF4204

covID

2

COVID-19
2021/08/28

2021/08/27 22
2021/08/22
2021/08/27
2021/08/28

2022
bnt162b2
2021/10/31 40
1
2021/08/27 3:00 22
MRI

123




2021708727

2021708727

2021/08/27

2021708727 HIT

2021/09/02 28
2021/08/27 BNT162B2
HIT
HIT
ELISA
2021/09/21 2021/08/28
TTS

23
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2021/08/22 2021/08/28

2021/08/28 13500 Zul 549
x10"4/uL 16.4 g/dL 46.8% 9.8 x10™M/uL
9.2 x10™M4/uL 20 x10™M4/uL
PT 12.2 PT-INR 1.07  APTT 28.2 D-dimer 18.5
ug/mL 18.5 ug/mL

2021/08/28 HIT

2021/08/28 SARS-CoV-2 PCR/LAMP
2021/09/08
/ SSS TS-SS PE ( )
2021/09/08 MRI / T2
DWI/FLAIR
2021/09/08 / SSS
TS-SS SSS cortical vein
2021/09/08 /
100
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COovID-19

2021/08/28 PCR
TTS
4 28 2)
3)
4)
5)
D-
10; 3 10 ;
Brunnstrom Recovery Stage BRS
11 : 30

42 ;

JCS

all 11

10/J3CS 3

30

IVIG
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PT

2021/09/17

2021/09/21

202101153603

202101183949
202101153603

TTS
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DSU

E2B

HIT

2022/03/04

2022/03/08

2022/04/04

2022/04/04

E2B

TTS

HIT
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2022/06/13

59
2022 59 5359

Brunnstrom Recovery Stage BRS ;

10
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13118

PMDA PMDA
2021/07/20 16:15 67 67 CovID-19
FC5947 2021/09/30
15
1 FA5765
2021/06/29 67 CovID-19
2021/06/29 2021/06/29
2021/07/20
2021/07/20 2
2 56
2021/08/04 2021/08/13 2021/08/27
2021/09/21 4

2
v21125819

BNT162B2

2021/09/30

0D 15mg

400mg

130




WBC 3300-9000/ul 2021/08/27

Hb 11.5-15.0g/dl 2021/08/27 10.9 2021/08/28
14.0-34.0/ul 2021/08/27  40.4 2021/08/28

40.8

y-GTP  30u/L 2021/08/27 82 2021/08/28

CRP 0.30 2021/08/27 1.17 2021/08/28

CT CT 2021/08/28
2021/09/01 XP
2022/03/14

/

/

2021/06/29

2021/09/01
2021/08/28
2021/09/01

2021/08/30

7800 2021/08/28

2021/06/29

85 2021/09/15

1.15 2021/09/15

2021/07/20

7160 2021/09/15 7580

10.6 2021/09/15 12.5

37.6 2021/09/15

42

0.28
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2021/07/20

2021/07/20

2021/07/20

2022/06/22

2021/09/01

2021/08/04

2021/08/27  KNBB

ST 500ml

2021/08/13

2021/09/01

EKG

/ER

2021/08/04
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MR

DSU

ESR

2021/09/21

2022/03/14

CK-MB

CRP C

133




2022/06/14

2022/06/22
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13225

CovID-19 COVAES

2021/07/12 13: 45 81 COVID-19 BNT162B2
EW0201 2021/12/31
81
1975 1979
2013/12/12
2013

(2013 )

CovID 4

COVID-19 COVID-19
2
S /
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2021/07/14 8:00
ST

2021/07/14

2021/07/14

2021/07/14 8:00AM

2021/07/27

2021/07/14

MRI

2021/07/14

2021/07/14

Spo2

CK

CRP

BNT162b2

136




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
2021/07/20
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2021/07/27 X CTR49.8

HR62 SR NAD PR0.220 NAD 1 ST T
/
ST Spo2
2021/07/27 2021/07/27
2021/07/20
/
7 bnt162b2
bnt162b2
2021/09/27

2021/09/30 2021/12/31

I 1Havrvs
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50 75 mg LD
mg 0D15mg
50 75 mg
2 mg 0D15mg
2021/07/27
2022/05/31
2022/06/13
1975
(2013 )

10mg
LD
10mg

1979

HD

CRP

HD

2021/07/27

2
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13486

2021/09/10 16:40 26

2022/02/28

2021/09/10

2021/08/20 17:30

-BioNTech COVID-19

2021/09/11 2

2021/09/12 23:00

2021/09/13 06:23

4

2

PMDA 2

PMDA v21126582
COVID-19 BNT162B2
26 FF9942
36.4
CovID-19 BNT162b2
26
SARS-CoV2
37
2021/09/13  06:20
06:33

140




2021/09/13 06:52

06:34 3 CPA

2021/09/13 08:08

2021/09/ CT
2021/09/ CPA
2021/09/
2022/06/13
9/10-9/12

141




2021/09/13

CPA

CPA

CPA

/

2021/09/13

2021/09/13 CK

SARS-CoV2 COVID-19 PCR
2021/09/13
CPR
13-30 2021/09/13 2501 1U/1
CPR
10-42 2021/09/713 3496 1U/1
CPR
3.6-4.6 2021/09/13 13.5 mmol/L CPA CPR
2021/09/11 2021/09/13
T | CRP ESR 1
421 CK-MB 80 CRP 1.41 D-

250

MRI

2021/09/713 AST: 2501 IU/I ALT: 3496 1U/1 LDH: 2376

1IU/1 K: 13.5 mmol/L Glu: 520 mg/dl NH3 : > 400 ug/dL
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2021/09/13 07:15

TP ( :6.6-8.1) 6.7g/dL, Alb( 14.1-5.1) 3.5g9/dL, A/G ( 11.32-
2.23) 1.09, T.BIL( :0.4-1.5) 0.31 mg/dl, AST ( :13-30) 2501U/L, ALT
( 110-42) 3496U/L, LD ( 1124-222) 2376U/L, CK ( :59-248)
421U/L, CK-MB (normal rang: <12) 80 U/L, BUN ( :8-20) 15.7mg/dl,

( :0.65-1.07) 1.14 mg/dl, AMY ( 144-132) 100U/L, Na ( 1138-
145) 134mmol/1, K ( :3.6-4.8) 13.5mmol/1, CI ( :101-108) 96mmol/I, Ca
( :8.8-10.1) 9.7mg/dl, CRP ( :0.0-0.14) 1.41mg/dl, Glu ( :73-
109) 520 mg/dl, NH3 ( :12-66) >400ug/dl, e-GFR ( :>60.0 ml/min/1.73)

, ( :10-20) <0.8ug/ml[ ] WBC (

:3.3-8.6) 13.3x10 3/ul, RBC ( :4_35-5.55) 5.50x10 6/ul, HGB (

113.7-16.8) 16.3g/dl, HCT ( :40.7-50.1) 53.3%, MCV ( :83.6-98.2)
96.9F1, MCH ( 127.5-33.2) 29.6pg, MCHC ( :31.7-35.3) 30.6g/dl, PLT
( :158-348) 115 x10 3/ul, PDW 11.2, MPV 9.9, RDW-CV ( :10.0-17.0)
12.1, Reticulocyte ( :3-22) 16.3%, Ret.# 0.00897x10 6/ul [ 1.

Neutro 42.7%, Eosino 2.0%, Baso 0.7%, Mono 9.9%, Lymph 44.7% [ 1. Myelo

2.0%, Metamyelo 3.5%, B form ( :0.5-6.5) 13.5%, Segmented ( :38.0-

74.0) 27.5%, Eosino ( :0.0-8.5) 5%, Mono ( :2.0-10.0) 6.5%, Lymph (
116.5-49.5) 42.0% [ 1 PT-sec 19.5sec, PT- ( :>70%) 47.9%, PT-

1.53, PT-INR ( :0.8-1.2) 1.56, APTT ( 124-37) 77.2sec, Fibrinogen
( :150-400) 124mg/dl, AT-3( 170-120) 73%, FOP ( :<5)
>500.0ug/ml, D dimer( :<1) >250.0ug/ml, , 07:20, PH (

17.35-7.45) 6.550, PC02 ( :35-45) 186.5mmHg, P02 ( :75-100)
14 .9mmHg, HCO3 ( :20-26) 16.0Ommol/1, BE ( -3 - 3) -26.9mmol/1, s02
<15, tC02 ( :24-30) 21.7mmol/1, tHb ( :12.0-18.0) 15.6g/dl, Hct 46%,
02Hb ( 194.0-97.0) 5.7%, COHb ( :0-1.5) 1.2%, MetHb ( :0.0-
1.5) 1.6%, HHb ( :0.0-5) 91.5%, 02CAP 21.1, ct02(a) 1.3ml/dl, Ca (
:1.13-1.32) 1.30mmol/1, Lactate ( :4.5-18) 175.50mg/dl

2021/09/13

2021/09/13
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2021/09/13

BNT162b2

BNT162b2
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BNT162b2

2021/09/28

2021/11/08):

2021/12/03

2021/12/16

202101620323

202101193279
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202101193279

ROA;
E2B FU#6
2022/06/13
4.8 4.6
CPA
CPR
AST ALT CPA CPR
COVID-19 PCR
/ 2021/09/10 2021/09/11
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14027

PMDA

PMDA v21127100

2021/08/19 15:16 65 1 COVID-19

/ FF0843 2021/10/31
65
COVID-19
2021/08/31 10:14 2021/06/28
COVID-19
2021/08/31 10:14 2021/06/28
2021/08/19

BNT162b2
2

EY5423

EY5423
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2021/08/21 17:18 2

2021/08/21 2

2021/08/21 17:18

ROSC
22
2021/08/23
2021/08/30

/
2021/08/21 17:18 « ) Icu
2021/08/21 17:18 « )
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2021/08/21 17:18 « )

2021/08/21 17:18 (
2021/09/16
2021/08/21
2021/08/21
2022/06/06

ICD

BNT162b2

149




BNT162b2

2022/06/24
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14048

v21127099 PMDA

2021/06/28 10:14 65
EY5423

2021/08/11

EF 33

COVID- 19

2021/08/31 1

2021

2021

2021

2021/07/06

2021/07/06

65

2021/07/06

2021/07/06

2021/07/27

2021/08/13

BNT162b2
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2021/08/13

2021/07/06
36 ;

2021/08/13 2021/08/19

2021/08/30

2021/06/28 35.8

2021/07/27 33 ;

2021/08/11

1563




2021/10/07

2022/06/06

2022/06/10

2022/06/24
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14092

47 1

CovID

2021/08/03
EY0583

2021/08/31 47
FF3622

2021/09/05

2021/09/08

2021/09/21

2021/09/28

PMDA

COVID-19
2021/10/31

COVID-19
2021/11/30

21

28

HCP

v21128358 v21128900

bnt162b2

bnt162b2

155




2021/08/31 2

2021/09/05
2021/09/06
2021/09/07
2021/09/08
0.5 A
38 150mmHg 120 / Sp02
97%
7:30 SP02
VT VF
CPR
ROSC PEA CPR
PEA Pulseless VT VF
VA-ECMO
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1ABP

ROSC ECMO
3 4mm
LVAD MCS
1ABP
2021/09/06
2021/09/08

ADEM

Central ECMO + impella
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2021/09/08 20:08

KT 39 JCS3
CcT 2021/09/08
2021/09/08
2021/09/09

CcT

158




2021/09/09 11/ul 131mg/dL 65mg/dL

19G

2021/09/09 AQP4 MOG MOG
3
2021/09/08
2021/09/08
bnt162b2
2021/09/28
2021/09/28 20:09
2022/03/04
2021/09/29
/ 400cc

159




350cc

2021/08/31

2021/09/05

2021/09/08

300cc

IABP VA-ECMO
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2021/09/08

2021/09/09

2021/09/10

2021/09/05

2021/09/28

-CoV-2
5
21
28
ADEM
21
BNT162b2
D-

MRV

MRA

BSC

161




1728g

273g

400cc

350cc

300cc
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653y 788y

400cc 350cc

gliosis

223

87¢g

10g 79

174g

red neuron

astroglia

163




Gram

149 .0cm 58.4kg
/

2021/09/06
2021/09/05
2021/09/08
2021/09/08
2021/09/08

2021/09/29

PMDA v21128900
v2112890 v21128900

164




RMH

2021/10/18

2021/11/12

2022/01/06

2022/04/06
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L
400cc 350cc
350cc 300cc
L
350cc 300cc
]
DSuU
pericarditis Fibrous pericarditis
FU9
2022/04/29
2022/06/08

300cc

400cc

DSU

400cc
]
( 400cc
350cc 300cc )

Fibrous Fibrous
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;(2021/09/19 06:25 2021/09/20 05:57 2021/09/21 05:46
2021/09/22 05:54 2021/09/23 05:38 2021/09/24 05:51 2021/09/25 05:49 2021/09/26
06:27 2021/09/27 06:03 2021/09/28 05:49
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14259

€4591006

26 26
155cm 53kg
2021/02/22 14:45 26 COVID-19
EP2163 2021/05/31
2021/03/15 14:53 26 BNT162b2
2021/05/31 0.3mL 2
2021/03/16 1
2021/04/27 2 1 12

2021/04/27

BNT162b2
0.3mL

EP2163

400mg

168




BNT162b2

4
2021/03/01
2022/01/12
2021/12/08
2022/01/21 3 BNT162B2
3 BNT162b2 FJ5929 2022/04/30 0.3ml
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2022/01/12 C4591006

2022/04/01 C4591006

3 BNT162B2

2022/06/13

C4591006
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14375

PMDA T V21128577

2021/09/03 22 1 COVID-19 BNT162b2
FF9942 2022/02/28 22

2021/09/10 7 1

2021/09/10 1 1
38

120

2021/09/22 17

2021/09/24 21

2021/09/24

171




0.14 ;

2021/09/10

2021/09/23

2021/09/24

2021/09/27

2021/09/29

2. /

1._1ug/ml

T2

2021/09/24

9118pg/ml
CTR

20

21

2021/10/11

2021/09/10

2021/09/24
373U/L

2021/10/06

2021/09/24

0 45 ; CRP 3.00mg/dl
48%
37.5
2021/10/08

/
9118ng/ml

;CRP 3.00mg/dL ;D
52%;

172




120

BNT162b2

BNT162b2
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2022/02/25

202101275781

I 9118ng/ml

2022/06/02

2022/06/07

202101312804

9118pg/ml

202101275781

2021/09/27

DSU

2021/09/27

174
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14692

"Eosinophilic Myocarditis Following Coronavirus Disease 2019 (COVID-19)
Vaccination", Circulation Journal, 2022; Vol:86, pgs:1020, DOI:10.1253/circj.CJ-21-

0935 v21128414 PMDA
2021/09/10 18:00 53 10 bnt162b2
/ FF5357 2022/02/28
2 53
2
2021/08/20 BNT162B2 FE8162
2021/11/30
4
Pfizer-BioNTech COVID-19 SARS-CoV2

Pfizer-BioNTech COVID-19

36.5

2021/09/11

2021/09/12

2021/09/12

2021/09/12 2

176




2021/09/10

2021/09/12 2
2021/09/15 5 V2-4

2021/09/15 2021/09/28
2021/09/15: Troponin 1: (450 ng/L), CRP: (8.6mg/dl). 2021/09/16: Creatine
kinase (CK): (361U/L); Fibrin D dimer(D-dimer): (2.8ug/ml). 2021/09/21:

Eosinophils: 307.

T CK-MB CRP ESR (1 )

2021/09/15 COVID-19PCR
T

2021/09/16 MRI T2
LGE +

2021/09/16

2021/09/16 MRI

T2 T1

2021/09/16

51%

2021/09/21 «C )

177




2021/09/21 11

2021/09/28 18

2021/09/21

2021/09/21

2021/09/15

2021/09/21

D 2021/09/21

2021/09/15 121/85

2021/09/10 36.5

C ( 117 mg/L
2021/09/15 14.8

3072

2021/09/15

<0.3 mg/dL

39.3

2021/09/15

178




2021/09/15 V2-4ST

2021/09/15 3000

0.3 (
( 120
2021/09/16
LGE +
(

2021/09/15 97

(
2 SARS-CoV-2

SARS-CoV-2 2021/09/15

2 SARS-CoV-2

T 2021/09/15

2021/09/27

: LVEF 61%

2021/09/21 3072

3.07 x10 9 71

2021/09/15 105

T2

988 ng/L

ST

T2
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2021

09/15

09/10

9/12

9/15

9

39.3

2021/09/15

BMI 34

v2-4

2021/09/28

PMDA

HR105 BP 121/85 Sp02 97

BNT162B2
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9/18

9/24

9/28

39

HR120

09/15

2021/10/18

SAS

3000

CRP14.8
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2022/06/13 "Eosinophilic
Myocarditis Following Coronavirus Disease 2019(COVID-19) Vaccination”, Circulation

Journal, 2022; Vol:86, pgs:1020, DOI:10.1253/circj.CJ-21-0935

(2022/06/20) -

(2022/06/28) -

2021/09/12 2021/09/11
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14843

COVID-19

403 , 2021; Vol:403rd;  COVID-19

74

CovID-19
vol 132(6

, 2022; vol

COVID-19

CovID-19

2022/06/13

) pgs 1492.

132(6) pgs 1492.

BNT162b2

24

, 2022;
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IL-8

15139

50

2021/03/15
EP21

2.5mg/

50
63

2007

COVID-19

2021/05/31

2003

€4591006

BNT162b2
0.3 mL
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BNT162b2 2

2021/02/22 50 COVID-19 BNT162b2
EP2163 2021/05/31 0.3 mL
2021/04/12 2 28
2021/07/22 2 4 7
50
2021/05/10
2021/07/22
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2021/04/12

2021/04/19 37.5 38
2021/04/21
2021/04/27 38
2021/05/10
2021/04/26
Vital 119/75mmHg 80/ 36.7 18 7/

Sp02 98% room air

S1 S2 S3 - S4 - - -
TP 7.2/dL Alb 3.3g/dL
AST 188u/L
ALT 180u/L LD IFCC 414u/L
ALP (IFCC) 246u/L Y -GTP  439u/L TG
188mg/dL LDL-CHO 79mg/dL BUN
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14mg/dL Cre 0.65mg/dL eGFR  74.7ml/ /1.73m2 UA
3.5mg/dL (Na 142mEq/L (K)  3.9mEg/L Cl
108mEq/L CRP 2.0mg/dL
WBC 6.96><10"3/uL Blast 0.0% Pro 0.0% Myelo 0.0% Meta 0.0% Band
1.0% Seg 79.5% Eos 1.0% Baso 0.0% Mono 4.5% Lym 14.0%
Aty-Ly 0.0% Other% 0.0% EBL 0/200% RBC 381>=10"4/uL Hb 11.8g/dL
Ht 35.9% PIt 17.7><10"/uL MCV 94.2fL MCH 31.0pg MCHC
32.9% 0% RBC 4.46>=<10"/uL Seg 5.53><1073/uL Band 0.07
><10"3/uL
PTsec 11.4 PT% 100% PT-INR 0.98 APTT 31.2 Fib 408mg/dL
D-dimer 2.2ug/ml
- RNA -
- 1.010 pH 7.0 WBC - Nit - Pro -
Glu - Ket - Uro NORMAL Bil - 0B -
2021/05/10 68bpm sinus ST-T

p(2021/05/07) CTR 48%

2021/04/27

CPA sharp free air
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2021/05/11

2021/05/14

- Cmv

€y

2021/05/19

2021/05/25

2021/05/17

2021/05/19

2021/05/28

2021/05/31

36.7

38.5 2
13.5
80 T. SPOT - EB
- IL-2 729 1706.3 CRP 0.8
(@) (3) CovID-19
4) Still
PSL 20mg
CMV-IgM 119G CMV
PSL2.5mg
4
AST 308 ALT 222
AST 329 ALT 246 LD 506 MRCP
PSL30mg
M 0y M
125mg3 PSL60mg

PCT

Class 1
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2021/06/02

2021/06/05 125mg 2

2021/06/08

2021/06/09 PSL60mg
PSL60mg

2021/06/11 AST 136 ALT 479 wy-GTP 909

2021/06/14 06/16 PSL50mg

2021/06/16

2021/06/18

2021/06/23

2021/06/30

2021/07/05

2021/07/13
PSL

2021/07/1

2021/07/15

v -GTP

2021/07/16-21

hPa

PSL50mg

200mg

PSL

v -GTP

PSL60mg

PSL

7532.5

AST 168 ALT 434 LD 266 Amy 156

v -GTP

189




2021/05/19-24 PSL 20mg

2021/05/25-06/01 PSL 30mg

2021/06/02-06/04 125mg
2021/06/05-06/07 125mg x2
2021/06/08 125mg

2021/06/09-06/15 PSL 60mg

2021/06/16-06/22 PSL 50mg

2021/06/23-07/07 PSL 40mg

2021/07/08-07/14 PSL 30mg

2021/07/15 PSL 20mg
2021/06/30 200mg
2 /2 /
lug 1 /1 /7
1 /71 7/
/ 15% 2P/1

5mg 3.5 /1 /
100mg 3 /3 /
15mg 1 /1 /

2021/07/28 Y

Vaccine Supplemental Form

/

30mg

25mg 8 /2 /
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2021/04/19

2021/04/26

2021/04/26

2021/04/26

2021/04/26

2021/04/26

2021/04/26

2021/05/10

2021/08/23

2022/06/1
12

COVID-19

COVID-19

2

AST 125u/L

ALT 161u/L

LD 226u/L

ALP 114u/L

Y-GTP 161u/L

SARS-CoV-2

SARS-CoV-2 RNA

SARS-CoV-2)

11

10 33

124 222

38 113

SARS-CoV-2 RNA

37.5 38

191




2021/10/20

2022//06/14

2021/07/22

€4591006

€4591006
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15567

PMDA

2021/10/05 34

2021/10/06

2021/10/08

2021/10/08

v21130331

PMDA

COVID-19

COVID-19

I 1559.5 pg/mL,

1u/7L,

2021/10/08

2021/10/05 2

2021/10/06

07:00

CRP 1.69 mg/dL,

2021/10/07 22:00

1

CovID-19

COVID-19

CK 880 IU/1,
D

34

CK-MB 127
614 ug/ml,
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2021/10/08 07:00

07:49
I 1559.5 pg / mL
COVID-19 PCR
COVID-19
I 1000
COVID-19 PCR CovID-19
ADL
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2021/10/08 06:58

2021/10/08 06:59

2021/10/08 07:08

CPR

2021/10/08 07:29

CPR

CPR

I 1000
AMI PCR
BNP VT/VF

2021/10/08
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MRI

[bnt162b2]

2021/10/08

1559.5 pg/mL
CRP 1.69 mg/dL

2021/11/25

2022/06/08

CK 880 1U/1
D

v21130331 PMDA

614 ug/mL

CK-MB 127 1U/1
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1559.5 pg/mL, CK 880 I1U/1, CK-MB 127 1U/L,
CRP 1.69 mg/dL, D 614 ug/mL,

BNP, CK, CK-MB, CRP, D s

197




15608

Frontiers in Medicine, 2021, Vol 8, pgs/DOl 10.3389/fmed.2021.751598,

Potential Triggers for Thrombocytopenia and/or Hemorrhage by the BNT162b2 Vaccine,

Pfizer-BioNTech". 4
4 3
COVID-19
746 ( 379 364 3 65 43 65 698 5)
57,401,937 ( 11,713,945 48,294,8
45,687,992 65 9,107,110 )
07/16 35,650,101 1 100
12 (11 12)
( 60 )
(2021/07/27)
1-3-1 02/17 07/16
1-1-2-1 1-2-2-1 1-2-3-1 02/17
07/11 COVID-19
1-2-3-1 02/17 05702 ( 1)
05703 05/16 ( 2) 05/17 05730 ( 3) 06/01
06/13 ( 4) 06/14 06/27 ( 5) 06/27 07/11
( 6) 6 (13)
PLT
3 C XY+(C)+C)H)=¢(
(
)

27
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2>2

P<0.05 JMP 15 (SAS Institute Inc. (

))

77 CCP RF 2006 RA
GLM 6-7

BNT162b2
5.6 x 104/uL
BNT162b2
1 2
2
VIG
3 RA
(11—15>10"4/uL)
1
BNT162b2
BNT162b2

MTX

4

11.1 x 104/uL

PA—1gG

TNF

TNF

2016
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BNT162b2 ICH
GLM 5 PSL ; Tac

2022/06/13

Potential Triggers for Thrombocytopenia and/or Hemorrhage by the BNT162b2
Vaccine, Pfizer-BioNTech, Frontiers in Medicine; 2021; vol 8; pp 1-7; DOI:
10.3389/fmed.2021.751598.
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15612

Frontiers in Medicine, 2021, Vol 8, pgs:1-7,D0l 10.3389/fmed.2021.751598,
"Potential Triggers for Thrombocytopenia and/or Hemorrhage by the BNT162b2

Vaccine, Pfizer-BioNTech".

4 4 4
COVID-19
746 (379 364 3 65 43 65 698 5)
57,401,937 ( 11,713,945 48,294,827
45,687,992 65 9,107,110 ) 07/16 35,650,101
1 100 12 11
12) ( 60 )
(2021/07/27) 1-

3-1 02/17 07/16

1-1-2-1 1-2-2-1 1-2-3-1 02/17
07/11 COVID-19
1-2-3-1 02/17 05/02 ( 1) 05/03
05/16 ( 2) 05/17 05/30 ( 3) 06/01  06/13
( 4) 06/14  06/27 ( 5)  06/27 07/11 ( 6)
6 (13)
PLT
3 C D)+ (H)=C )
( )
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2x2

P<0.05 JMP 15 (SAS Institute Inc. (
))
CCP RF 2019 79
ITP  PA-1gG
20mg/
BNT162b2 5
15.2x104/uL 4_7x104/uL
ITP PSL 15mg/
2mg/
2 16.0x104/uL
2 PA-1gG 75ng/107
BNT162b2
1 2
2 1 IVIG
3
(11—15x10"4/uL)

PSL
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TNF

1 2 TNF
BNT162b2
BNT162b2
— 3
79 ITP PA-
19G
15.2x104/uL 4.7x104/uL
ITP
2
16.0x104/uL PA-19G 75 ng/107
BNT162b2
ICH ;GLM ;PSL ;Tac
2022/06/13 Potential Triggers for Thrombocytopenia and/or

Hemorrhage by the BNT162b2 Vaccine, Pfizer-BioNTech, Frontiers in Medicine; 2021;
vol 8; pp 1-7; DOI: 10.3389/fmed.2021.75159.
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15716

C4591006

2021/03/13 24
EP2163
24

161.8cm

2021/02/20
EP2163

COVID-19

CovID

2021/04/06

COVID-19

2021/05/31

50.6kg

2020/09

COVID-19
2021/05/31

SARS-CoV-2

BNT162b2
2
/
BNT162b2
24
COVID-19

uLD
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2021/04/06
2021/04/08 40
2021/04/09
2021/04/10
CTX 29/
2021/04/16
2021/04/10 CRP; 0-0.14mg/dL  21.89mg/dL
3300-8600/uL  13600/uL 30-49/HPF

2021/04/16

2021/09/12
2 6 2 12
COVID-19 SARS-CoV-2 COVID-19
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2021/10/28

2021/12/03

COVID-19
2021/11/18
2022/01/26
2022/05/17
€4591006

2021/04/06 2021/04/10

BNT162b2 3

€4591006

C4591006
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2022/06/02

2021/04/10

€4591006

2021/04/06
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15815

1463

PMDA v21130328

2021/09/23 10:00 14 7
FJ7489
14 7

2021/09/02 COVID-19
FG0978 2021/11/30

2021/10/10 16:00 17

2021/10/10 4

CK-MB |

1 222
2022 ; 222 9
COVID-19 BNT162b2
2022/04/30
BNT162b2
ST
2021/10/19

208




2021/10/10 2021/10/19
BNT162b2
2021/11/12
14 7 2 2022/04/30
2022/06/13
2 1 222
1463 2022 ; 222 9
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16085

Pericarditis with Increased Vascular Permeability after COVID-19 Vaccination

Internal Medicine 2022;vol:61(10) pgs:1623-1624
DO1:10.2169/internalmedicine.9407-22

PMDA v21130722

2021/10/29 2 16 10
FK0108

16 2

2021/10/29 36

COVID-19 BNT162B2
FJ5790 2022/03/31

2021/10/31 2 2

2021/10/29 2

2021/10/31

2021/11/01 ST

COVID-19
2022/04/30

BNT162b2
2
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36 2021/10/29

ST 2021/11/01
2021/11/03 2 5
2021/11/22
2021/10/31 /

3

2021/11/01 2021/11/03

2021/10/31 COVID-19
2
2021/10/29 2
37.7 2
2021/10/30
2021/10/30 2021/10/31
Sp02 98%

2021/10/30

20
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2021/11/01 ST

BP 94/65 P 59 Sp02 100% BT 36.3

UCG LV wall motion mid hypokinesis LV VHD(-)
ECG ST
CAG CT
DECT
2021/11/03
2021/11/04 MRI LGE(+)
Total Protein: 7.1g/dL : 6.5-8.2. A/G ratio: 1.54 : 1.30-2.00.
Albumin quantification: 4.3g/dL : 3.7-5.5. Total bilirubin: 1.3mg/d H
: 0.3-1.2. ALP/IFCC: 1211U/L H 1 38-113. GOT (AST): 221U/L

: 10-40. GPT (ALT): 14 I1U/L : 5-45_ LDH: 1341U/L : 120-245.
Gamma-GTP: 12 1U/L : M LT 79. Cholinesterase: 297 IU/L T M 245-495.
CK (CPK): 78 1U/L : M 50-230. Total cholesterol: 122mg/d L : 150-
219. Triglyceride (TG): 64 mg/d : 50-149. HDL cholesterol: 44 mg/d

: M 40-80. LDL-C Calculated value: 65 mg/d L : 70-139. Hemoglobin
ALCNGSP: 5.6% : 4.6-6.2. Glucose (Blood glucose): 90 mg/d : 70-109.
Uric acid: 4.8 mg/d : M 3.6-7.0. Urea nitrogen: 12.0 mg/d : 8.0-
20.0. Creatinine: 0.72 mg/d : M 0.65-1.09. Sodium: 141mEq/ : 135-
145. Kalium: 4.4 mEq/ : 3.5-5.0. Chloride: 104 mEqg/ 1 98-108. Ca
(Calcium): 9.6 mg/d : 8.6-10.2. NT-proBNP: less than 10pg/m LT
125. In the hospital Troponin T: less than 40ng/L > under 50. eGFRcreat:
Uncalculable mL/m. CK-MB (ECLIA): 1.0ng/m : under 5.0; Chyle: (-)-
Hemolysis: (-). White blood cell count: L  3070/uL  AA 1 3500-9700. Red
blood cell count: 484  units:1000 : M 438-577. Hemoglobin: 14.4g/dL

: M 13.6-18.3. Hematocrit: 45.3% : M 40.4-51.9. Platelet: 21.1
units:1000 : 14.0-37.9. MCV: 94fL : M 83-101. MCH: 29.8Pg
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M 28.2-34_.7. MCHC: 31.8% : M 31.8-36.4. Blood image: basophil: 1.0%

: 0.0-2.0; Eosinophil: 2.7% : 0.0-7.0; neutrophil: 41.0% L
42.0-74.0; lymphocyte: 45.1% : 18.0-50.0; monocyte: 10.2% H
1.0-8.0; erythroblast: 0.0 : 0.0; Blood image other 1: 0.0%
Blood image other 2: 0.0% - 0.0.

/
2021/10/31
2021/11/01
2021/11/01 T CK CK-MB

2021/11/01

2021/11/01

2021/11/01

2021/11/01

2021/11/01

CRP CRP ESR 1 D-

ST

CT

- 0.0;
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2021/11/04 MRI

/
2022/06/21
2021/11/01
( 2C-E
( 2F)
( 3);
/ ST
( 1A); ;
T2 ( 1B
( 1C ) (
; ID NOW
; T:3ng/L ;
37.7

2021/11/01 2021/11/03

1C

(

2A-B)

(CMR)

BNT162B2
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2021/11/01 2021/11/03

2021/11/22

2021/12/20

2022/01/17

(2022/06/21) -

BNT162B2

37.7
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202101527797 202200810628

202101527797
(
/ (CMR) ID NOW
T )
COVID-19 COVAES
PMDA V2210001756 PMDA  v2210001757
(PNDA) v2210001756 PMDA  v2210001757 PMDA
2021/10/26 25 10 25 COVID-19 BNT162b2
/
2
16247
COVID-19
COVID-19 BNT162b2
CovID 4
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2021/10/27 2

2021/10/27 2021/10/28

CK 266 CRP 6.62

2021/10/28 2021/11/01

CovID-19

2021/11/18

2022/06/23 PMDA

BNT162b2
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PMDA

v2210001756 v2210001757

16322

2021/03/15 37

( ) COvID-19 BNT162b2
EP2163 2021/05/31 0.3ml 37

2021/10/02

6 2022/07/09

€4591006
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2021/3/16

1
2021/2/22 36 COVID-19 BNT162b2 EP2163
2021/5/31;1 0.3ml ;
2021/11/12 2021/11/12
2021/11/06
2021/11/12
BNT162b2
/
1 2 28 6

219




COVID-19 SARS-CoV-2

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

12
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2021/10

2021/11/10

2021/11/12

2021/11/06

2021/11/10

2021/11/12

2021/12/10 CovID-19 BNT162b2 FJ1763
2022/04/30 0.3ml 3

BNT162b2

BNT162b2

37 3

2021/12/21 : €4591006
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(2022/04/07) -

BNT162b2 /

(2022/06/03) -

risk

C4591006
2

€4591006

At
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16432

"New-onset pediatric nephrotic syndrome following Pfizer-BioNTech SARS-CoV-2
vaccination: a case report and literature review", CEN Case Reports, 2021;

DO1:10.1007/s13730-021-00656-0;

"New-onset pediatric nephrotic syndrome following PFizer-BioNTech SARS-CoV-2
vaccination: a case report and literature review", CEN Case Reports, 2022;
Vol:11(2), pgs:242-246, DOI:10.1007/s13730-021-00656-0;

"Two Male Pediatric Patients Experiencing Nephrotic Syndrome After Receiving SARS-

CoV-2 Vaccination", Japanese Journal of Pediatric Nephrology, 2022; Vol:35(1S),
pgs:164.

15 COVID-19 bnt162b2

2021/11/18

Pfizer-BioNTech SARS-CoV-2
CEN 2021; DOI:10.1007/s13730-021-00656-0

BNT162b2 Pfizer-BioNTech
15

SARSCoV- 2
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15

BNT162b2
37.3
4 8
16 4+
19
45kg 49._7kg 106/62 mmHg 69 /
1.6 g/dL 0.64 mg/dL
eGFR 116.62 ml/ /1.73 m 7 mg/dL 141 mEd/L
3.9 mEg/L 106 mEg/L 335 mg/dL
c4
4+ < 1/high power field
7.71 g/g
SARS-CoV-2 S 111 U/mL (positive >0.8 U/mL Elecsys)
SARS-CoV-2
21
60mg
12 AKI

C3
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BNT162b2 4 15

BNT162b2
SARS-CoV-2
SARS-CoV-2
PSL 12
MCD
(/uL) 5420 (x 10*/uL) 568 (g9/dL) 16.9
() 50.1 (x 107/uL) 24.6 PT (s) 8.7 APTT (s) 30.4 D
(pg/mL) 5.6 pH 6.5 1.018 (g/gecre) 7.71 B2-
(ng/mL) 159 (/HPF) 1-4 (/HPF) 1-4
(g/dL) 43 (g/dL) 1.6 (mg/dL) 7
(mg/dL) 5.8 (mg/dL) 0.64 (mEg/L) 141 (mEg/L)
3.9 (mEg/L) 106 (mg/dL) 335 C (mg/dL)
0.042 1gG  (mg/dL) 458 1gA (mg/dL) 122 IgM (mg/dL) 154 (U/mL) 57.9
C3 (mg/dL) 141 C4 (mg/dL) 29 SARS-CoV-2 S *(U/mL) 111
Urine protein/creatinine ratio 7.71 g/gCre
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2022/05/19

Pfizer-BioNTech SARS-CoV-2
CEN 2022 vol 11(2);pp 242-246 DOl 10.1007/s13730-021-
00656-0

(2022/05/30) New-onset
pediatric nephrotic syndrome following Pfizer-BioNTech SARS-CoV-2 vaccination: a
case report and literature review CEN Case Reports, 2022, vol 11(2); pgs: 242-
246, DOI 10.1007/s13730-021-00656-0

2022/06/13

Two Male Pediatric Patients Experiencing Nephrotic Syndrome After Receiving SARS-
CoV-2 Vaccination: Japanese Journal of Pediatric Nephrology. 2022, Vol: 35(1S), pp:
164.
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COVID-19
1 37 2022; Vol: 37th, pgs: 299 PMDA
V21131392
2021/11/07 15:15 15 COVID-19 2 BNT162b2
FK8562 2022/04/30 15
’ 2021/10/17 15:15 COVID-19 1
16511
/ FK8562 2022/04/30
’ 2021/11/15
2021/11/15
2021/11/15
2021/11/29 T2 T4 /
2021/11/15
/
2021/11/15 2021/11/29 14
2021/11/15
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T2 T4 /

CT 2021/11/715 Th3

2021/11/15 ( ) / /
MRI
T2-4 ( ) flow void
MRI 2021/11/15 T2 T4

2021/11/07 15:15 CovID-19
BNT162b2

FK8562 2022/04/30

2021/11/14

2021/11/15 00:00 7

2021/11/15 8

2021/11/15 00:00

T2-
cT
T4-5
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MRI T2 T4

CT
2021/11/29
2021/11/15 2021/11/29
/ /
BNT162b2
2021/12/10
EUA
/
2022/06/27 CovID-19
1 37 2022;
Vol: 37th, pgs: 299
CT MRI
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16513

PMDA

PMDA v21131402
2021711711 16 3 COVID-19
bnt162b2 FK6302 2022/04/30
16 3
1
4
2
COVID-19
FK8562 2022/04/30 2021/10/20 12:00
2022/02/28
2021/11/13 /
ST 2021/11/13
Il 11 avF ST
2021/11/15
ALT(GPT)
2021/11/15
AST(GOT)
2021/11/15

CPK

2021/11/15 03:28
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(2021/11/16) CPK CPK-MB

MB (2021/11/16) CPK CPK-MB

ST
2021/11/19 2
I 11 avF ST
/
(2021/11/18)
(2021/11/18)
(2021/11/16)
(2021/11/16) 11 111 aVF
(2021/11/16)
2022/02/28
LVEF 54%
2021/11/17 6
5
Il 1 avF ST
CPK  CPK-MB
MRI T2

2021/11/17

T1 Mapping

2021/11/15 CPK 7931U/L 2021/11/17 MRI

T1 Mapping
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CPK CK-MB 2

2021/11/19 8
2021/11/17 2021/11/19
2022/02/28
BNT162b2
16 48
ER CPK
2022/06/21 2021/11/15
2021/11/15
2021/11/16 CK-MB 81.0ng/ml

2021/11/17 MRI

2021/11/16

LVEF 54%

bnt162b2
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2021/11/17 54%

2021/11/15(14:30), PH(Venous blood):7.39; PCO2(Venous blood):49mmHg; PO2(Venous
blood):25mmHg; Na(Venous blood):(138-145):134mEg/1 ; Cl(Venous blood)(101-
108):103meqg/1; K(Venous blood)(3.5-5.0):4.0mEg/1; iCa(Venous blood)(1.1-1.4):1.16;
Hct(Venous blood):46; cGLU(Venous blood)(70-109):106; cLAC(Venous blood):1.1;
Hb(Venous blood):16.0; fCOHb(Venous blood)0.0; metHb(Venous blood):0.8;
02SAT(Venous blood):33.2%; TCO2(Venous blood):31.2mmol/1; BE(Venous
blood):3.7mmol/1; AG(Venous blood):5; HCO3(Venous blood):29.7mmol/1; FiO2(Venous
blood):21.0.

2021/11/15(15:04), AST(GOT)(13-30):101U/L ; ALT(GPT)(10-42):50U/L ;
ALP_IFCC(38-113):127U/L ; Gamma-GT(Gamma-GTP)(13-64):64U/L; BUN(8.0-
20.0):8.1mg/dl; CRE(0.65-1.07):0.75mg/dl; eGFR(90 or more):119.9 ; Na(138-
145):140mEq/1; C1(101-108):104mEq/1; K(3.6-4.8):4.3mEq/1; CPK(59-248):793U/1 P; CK-
MB(0-5):81.0ng/ml ; CK-MB(%)(6.0 or less):10.2% ; Troponin
T(qualitative)(-): + ; WBC(3300-8600):7720/microl; RBC(435-555):536 10000/microl;
Hb(13.7-16.8):15.6g/dl; HCT(40.7-50.1):43.4%; MCV(83.6-98.2):81.0fl ; MCH(27.5-
33.2):29.1pg; MCHC(31.7-35.3):35.9% ; PLT(15.8-34.8):29.3 10000/microl;

2021/11/15(15:41), PT(sec)(10.5-12.2):10.9; PT-activity%h(83.0-120.0):109.0%; PT-
INR(0.91-1.08):0.93INR; PT-STD:11.3sec; APTT(sec)(26.0-38.0):35.4Sec;

2021/11/16(07:13), AST(GOT)(13-30):75U/L ; ALT(GPT)(10-42):45U/L ;
LD(LDH)_IFCC(124-222):258U/L ; CPK(59-248):480U/1 P; CK-MB(0-5):33.4ng/ml ;
CK-MB(%) (6.0 or less):7.0% ;

2021/12/22(16:23), AST(GOT)(13-30):19U/L; ALT(GPT)(10-42):23U/L; BUN(8.0-
20.0):9.3mg/dl; Na(138-145):142mEqg/1; C1(101-108):106mEq/l; K(3-6-4.8):4_1mEqg/I;
CPK(59-248):101U/1; CK-MB(0-5):2ng/ml; CK-MB(%)(6.0 or less):2%; Troponin
T(qualitative)(-): - ; WBC(3300-8600):6100/mircol; RBC(435-555):547 10000/microl;
Hb(13.7-16.8):15.6g/dl; HCT(40.7-50.1):45.9%; MCV(83.6-98.2):83.9fl; MCH(27.5-
33.2):28.5pg; MCHC(31.7-35.3):34.0%; PLT(15.8-34.8):29.9 10000/microl; 2021/11/16,
68 bpm.

2021/11/17, > AOD/AAoMax(20-35): 26.0/21.7mm.
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LAD(20-35): 27.8mm. 1VS(8-11):7.8mm. PW(8-11):8.4mm. LVDd(40-50):43.4mm. LVEDV(90-
140):84.9ml. LVDs(30-40):31.4mm. LVESV(27-95):39.1ml. SV(50-100):45.8nl. EF( M-
mode) (50-80): 53.9%. FS(30-50): 27.6%. A/E(L  ): 0.5. E/A(1-2)*NEW: 2.0. DT(150-
250)*NEW: 158ms. M-PA Vmax: 0.72m/s. AV-Vmax: 0.96. AV-PPG: 4. E/LatE™ (15 ):
3.8. E/MedE: (15  ): 4.6.

(-) LAD:28mm. (-) Dd: 43mm. (-) IVS/PW: 7.8/8_4mm.

IV EF: 54%

(B-mode) :55% (BP-Simpson) LVOT-VTI: 15.0cm SV: 45ml.

(=) PH(-) IVC Q) Q)

opening

AR(-) MR(trivial)PR(-) TR(-)

2021/11/17 09:18

2022/02/28
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CPK MRl  LVEF

CPK
2022/03/10
2022/06/21
2
AST(GOT)
ALT(GPT)
PT sec 10.5-12.2 PT
sec 10.5-12.2 10.9
ADD/AAoMax AOD/AAoMax
1 68bpm 2021/11/16, 68bpm

236




16590

2021

v21131478 PMDA

2021/06/22 14:00 73 7 COVID-19
BNT162b2 / 2 73
42 ;
/ ;

G3bAl ;

G3bAl
2021/06/01 COVID-19 COVID-19 X-44 COVID-19

1
QRS QRS
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2021

2021

2021

2021

2021

2021/07/07

2021/07/07

2021/07/07

2021/07/07

2021/07/15

2021/07/15

/

2021/07/15

2021/07/15

2021/07/15

2021/07/15

2021/07/15
1

2021/07/15

11:50

11:50

11:50

11:50

11:50

11:50

11:50

11:50

C
0.3 ug/day

QRS
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2021/07/15 2021/08/05 21
/ 1
QRS
C / C 0.3 ug/day
P W
(2021) 73mg/1;
(2021) 3.93mg/dl;
(2021) 1277mg/dl;
(2021) 7.3mEqg/1;
(2021) 115mEq/1;
(2021) ;(2021)

blood sugar BS 1277 mg/dL Na 115 mEq/L

mg/dL ;
2021/06/22 36.4
(2021)
C 2021
2021/07/15
QRS

7.3 mEg/L CI 73 mg/L, Cr 3.93

QRS ;

2021 0.3 ug/day
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2021/07/15 2021/08/05
BNT162b2

BNT162b2

2021/12/10
2022/06/20 COVID-19
1 150
2022;vol 150th
X-44 ;
; BS Na K Cl

Cr ;
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QRS

16592

CovVID-19

CoVID-19

COVID-19
30ug

COVID-19

COVID-19

BNT162b2
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2021/05

/

/
/

COVID-19

2022/05/26
30ug
BNT162b2
2022/05/26

SARS-Cov-2

BNT162b2
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BNT162b2

2022/07/01
COVID-19
1 51 2021
51 181 CovID-19
2022 132 5 1337
68 covid-19 bnt162b2 BNT162B2 /
1 68 5
16634
5
2
/

5 6 COVID-19

8
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2021/07 2021/10 COVID-19

individual cell necrosis

1gG C3 BP180

individual cell necrosis

1g6 C3
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2022/05/30
COVID-19
1337

2022/06/27

2022

132
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17085

PMDA

v21132394
2021/12/10 13:30 17 COVID-19 bnt162b2
FK6302 2022/04/30 2
17
17 4 13:30 2
2021/12/10 36.7
( 1
)
COVID 4
2
2021/11/19 13:30 COVID-19
1 FK6302 2022/04/30
2021/12/10 2 38.6
2021/12/11 40
2021/12/12 23
2021/12/13
2021/12/13 22:15
2021/12/13 22:15

246




ST T CPK
2021/12/12
MRI

2021/12/18
2021/12/18
2021/12/13 2021/12/18
bnt162b2
1.
(2021/12/14) .
2 /
/
(2021/12/12) .
3.
T: (2021/12/13) . (1150 ng/nL) .
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CK: (2021/12/13). (845 U/L).

CK-MB: (2021/12/14) . (73 U/L).
CRP: (2021/12/13). (2.07 mg/dL).
CRP:
ESR (1 ):
D- : (2021/12/14) .
4.
MRI : ) (2021/12/16).
( ) T2
( ) T1
1
/ ) (2021/12/14).
(2021/12/14).

: 50%.
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(2021/12/14) .

A

2022/01/09

2022/01/17

; ST

249




MRI
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17273

235
V21132875 (PMDA)

2021/11/06 15:02 14

14

2021/10/16

2021/11/08

2021/11/08

2021/11/10

2021/11/10

2021/11/10

2021/12/01

MRI

2021/12/01

PMDA

2022; Vol:235th, pgs:4 PMDA

0 COVID-19 BNT162b2
FJ5790 2022/03/31 2

COVID-19

/ 27kg 7kg

IVIG

MRI

MRI
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2021/12/01

2021/12/03

2021/12/03 MRI

2021/12/03 F
2021/12/10 27 ky  20kg
GML 196 Igh
2021/12/03
8
/
/
2021/12/10

2021/12/03 2021/12/11
BNT162b2

2021/12/11

7kg
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2022/03/01

MRl 2021/12/03

2022/06/06

Vol :235th, pgs:4

2021/12/01
2021/12/03
GM1 1gG  IgM
/ 7kg

235

;CSF
2021/11/10

2021/12/03
2021/12/10

2022;
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17281

2021/07/27 81

BNT162b2 2

ADL

BNT162b2

BNT162b2

3

234 , 2021; Vol:234th

COVID-19 bnt162b2
81

2011
; 1980

A2

1 COVID-19

2021/08/04
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2021/08/04 17:30

2021/08/04 17:50

2021/08/13 06:52

2021/08/06 ;ADL
A2;KL-6 105-401 2021/08/04 6031U/ml KL-6 ;SARS-CoV-2
2021/08/04

2021/08/13

BNT162B2
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(2022/03/09) -

2022/06/08
BNT162B2 125742
BNT162B2 027034

EUA

FDA
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17284

2021/10/21 10:10 40
FF2018

2021

2021

2021

2021

2021

2021

2021/11/08

2021/11

COVID-19
1 2022/03/31

BNT162b2
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2021 11
2021/12/02 2021/12/12
2021/12/02 2021/12/10 8
/ / /
11 /
3
2021/11/24 2022/04/13
2021/11/24
2 3

10
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2021/11/24

2021/11/10

2021/11/724 3

2021/12/02

2021/12/02

10

2021/11/08

CT

2021/12/10

11

259




2022/02/08

CovID

2021/10/21

2021/10/21

2021/11/24

2021/12/02

2022/04/13

11/08

11710

11724

12/02

MRA

10:10

BNT162b2

2021/12/12

S.C.

10

11720

11
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2022/04/13

2022/06/29 1

2022/01/19

2022/01/25 202200065702

202200106557
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2022/02/02

2022/04/13

2022/02/08

10:10

202200065702

262




2021/10
/

2021/11

2022/04/20

2022/07/06

2021/12/02-2021/12/10

/ 2021/11/08

2022/04/13

2021/12/02-2021/12/12
/
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17336

v21132902

2022/01/12 10:00 13

/
2021/10
2
2021/12/22 COVID-19
2022/03/31
2022/01/13
2022/01/14

126/ALT 120/ALT 118

2022/01/14
AST 51/AST 105/AST 54

2022/01/14

COVID-19

PMDA

BNT162b2
2019/08
2019/09/12
2021/12/18
FH3023
38.7/39.9

ALT
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2022/01/14
2022/02/02 CK-MB 4.4 ng/ml

2022/01/14 C- CRP 3.74 mg/dL .

2022/01/14

2022/01/14 (2022) /

2022/01/14 10:00 (2022)

/

2022/01/15 CK 863
u/L

2022/01/15 LDH 290 U/L

2022/01/15 ST

2022/01/15 ST V3-V6 ST

/ ST

2022/01/17 2022/02/16
1 1160 pg/ml

ST

MB C-
2022/01/14 2022/01/18 4

alanine aminotransferase (4-5): (2021/11/20) 71 1U/1; (2022/01/14) 126 1U/I;
(2022/01/15) 120 1U/1; (2022/01/17) 118 1U/I; aspartate aminotransferase (10-40):
(2021/11/20) 36 1U/1; (2022/01/14) 51 1U/1; (2022/01/15) 105 1U/1; (2022/01/17) 54
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1U/1; blood creatine phosphokinase (60-270): (2022/01/14) 156 1U/1; (2022/01/15)
863 1U /1, s ; (2022/01/715) 883 1U/1; (2022/01/17) 125 1U/1; blood
creatine phosphokinase mb (normal high range 2.2): (2022/01/14) 4.4 ng/ml,

; (2022/01/15) 57.7 ng/ml; (2022/02/02) 0.6 ng/ml; blood lactate
dehydrogenase (124-222): (2021/11/20) 175 1U/1; (2022/01/14) 178 1U/1; (2022/01/15)

290 1U/1; body temperature: (2022/01/12) 36.4 Centigrade, : ;
(2022/01/13) 38.7 Centigrade, : 5 (2022/01/13) 39.9 Centigrade, g
(2022/01/14) 36.8 Centigrade, > ; chest x-ray: (2022/01/14) ; C-
reactive protein: (2022/01/14) 3.74 mg/dl, : (2022/02/02) 0.06 mg/dl;
echocardiogram: (2022/01/14) ; ejection fraction: (2022/01/15) 0.79;
ejection fraction: (2022/01/14) 75 %, : ; (2022/01/714) 75 %;
electrocardiogram: (2022/01/14) ; (2022/01/15) V3-V6 ST ; (2022/01/15)
ST ; red blood cell sedimentation rate: (2022/01/14)

(2022/02/02) 1, : mm/hr; troponin 1 (normal high range 26.2): (2022/01/17) 1160

pg/mL; (2022/02/16) < 4.0 pg/mL; white blood cell count: (2022/01/14) 8400.

2022/01/14 1 14 ST

MB

C- 1 2022/01/14
2022/01/18

01/13 38.7 39.9

01/14 36.8

2022/01/14

2022/01/14 2022/01/18 BNT162b2

2022/01/14

BNT162b2 /
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01/15 V3-V6 ST

01/17
2022/01/17 4 14

CRP
D-

MRI
/
2 CK  CK-MK
2021/11/20
AST 36 ALT 71 LDH 175
2022/01/14 AST 51 ALT 126 LDH 178 AST 105 ALT 120 LDH 290
BNT162b2

2022/06/02
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EKG

ER
2022/02/02 CK-MB ( )
: 0.6 ng/ml CRP (C- ) : 0.06 mg/dL
ESR ( ) : 1 mm/hr
2022/02/16 I 1 <4.0
/ MR
COVID-19
2022/02/07

268




BNT162b2

FU#1 E2B

2022/02/28

2022/06/02

4 .4Ang/ml

1160pg/ml
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17378

PMDA

PMDA v2110033303
2021/12/25 13:00 49 49 COVID-19
FK6302 2022/04/30
2
PSL 60mg 1000mg
2021/12/04 1
2022/04/30 CovVID-19
2021/12/25
2022/01/03
/ /
2022/01/05
paresthesia /GBS
2021/12/25
40 / 39.5 / 40
2021/12/25
/
2021/12/28
2021/12/28

bnt162b2

FK8562

facial diplegia and

38 /

Bp 171/94
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2021/12/28

2022/01/03

2022/01/03

2022/01/03

6.0 137au/ml

2022/01/06 2022/01/18

alanine aminotransferase 4-44

2022/01/05 351071

2022/01/07

2022/01/07

2022/01/05

12

38 /
Bp171/94

40

PR107

ACE -L

CMv

LD 3211U/1

/ 39.5 / 40
PR107

271




amylase 43-116

2022/01/05 371071 L

angiotensin converting enzyme 8.3-21.4

2022/01/07 6.61U71 11:48 L

anti-gad antibody ( 5.0)

2022/01/05 5.0

2022/01/17 5.0

anti-ganglioside antibody

2022/01/05 0.42

2022/01/05

2022/01/05 0.13

2022/01/05

antineutrophil cytoplasmic antibody (

2022/01/05 1.0

antineutrophil cytoplasmic antibody (

2022/01/05 1.0

aspartate aminotransferase 8-38

2022/01/05 191071

basophil percentage

2022/01/05 0.3%

3.5)

3.5)

272




blood alkaline phosphatase 100-338

2022/01/05

blood alkaline phosphatase 38-113

2022/01/05 741071

blood bilirubin

2022/01/05 - 14:03

blood bilirubin 0.2-1.2

2022/01/05 0.4mg/dl

blood calcium 8.8-10.2

2022/01/05 9.1mg/dl

blood chloride

2022/01/06 122mEg/1

blood chloride 94-110

2022/01/05 103mEg/1

blood cholinesterase 229-521

2022/01/05 2691071

blood creatine phosphokinase 56-244

2022/01/05 471071 L

blood creatinine 0.6-1.1

2022/01/05 0.63mg/dl

blood glucose 70-110

273




2022/01/05 134mg/dl H

blood immunoglobulin g 11-121

2022/01/07 30.5mg/dl 11:48

blood immunoglobulin g 4.5-117

2022/01/07 11:48

blood lactate dehydrogenase 106-211

2022/01/05

blood lactate dehydrogenase 124-222

2022/01/05 3211071 H

blood potassium 3.4-5.4

2022/01/05 3.7mEg/1

blood pressure measurement

2021/12/28 171/94

blood sodium 134-146

2022/01/05 140mEg/1

( 4)
2022/01/05 4 14:03
( 0.8)
2022/01/05 0.18 (-) 14:03
2022/01/05 4 14:03 H

blood urea 8-22
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2022/01/05 22mg/dl

body temperature

2021/12/25 38

2021/12/28 39.5

2022/01/06

2022/01/05

COVID-19

2022/01/06

2022/01/06 0.01

c-reactive protein ( 0.3)

2022/01/05 0.88mg/dl H

csf cell count

2022/01/06 17/mm3

cst glucose

2022/01/06 60mg/dl

cst protein

2022/01/06 38mg/dl

cst white blood cell count

2022/01/06

275




2022/01/07

2022/01/07

2022/01/07

2022/01/07

2022/01/07

2022/01/07

2022/01/07

2022/01/07

2022/01/05

2022/01/05

2022/01/06

137au/ml

0.10

2.9(+)

19.1(+)

0.25 (-)

( 4)
11:48 H
( 2)
11:48
11:48 H
( 6.0)
11:48 H
( 0.80)
11:48
11:48
( 0.85)
index 11:48
( 0.5)
11:48
( 2.0)
14:03
14:03
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2022/01/17

) )

() ()
13:47

eosinophil percentage

2022/01/05 0.8%

epstein-barr virus antibody ( 0.5)
2022/01/07 6.2(+) 11:48
2022/01/07 0.4(-) 11:48

glomerular filtration rate ( 60)

2022/01/05 105.3

glucose urine

2022/01/05 (-) 14:03

glycosylated haemoglobin (4.6-6.2)

2022/01/05 5.9%

haematocrit (40.4-51.1)

2022/01/05 40.1% L

haemoglobin (13.2-17.2)

2022/01/05 13.9g/dl

heart rate

2021/12/28 107

hepatitis b surface antigen

(

)

(

)

(

)
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2022/01/05

hepatitis b surface antigen ( 1)
2022/01/05 col
hepatitis b surface antigen ( 0.005)

2022/01/05 0.00081U/ml

2022/01/05 0.1

2022/01/05

herpes simplex ( 2.0)

2022/01/05 2.0 14:03

lymphocyte percentage

2022/01/05 44.9%

2022/01/06

2022/01/06

mean cell haemoglobin (27-34)

2022/01/05 30.8pg

mean cell haemoglobin concentration (31-36)

278




2022/01/05 34.7g/dl

mean cell volume (83-99)

2022/01/05 88.9fl

monocyte percentage

2022/01/05 5.6%

mononuclear cell percentage

2022/01/06 86%

neutrophil count

2022/01/05 48.4%

nitrite urine

2022/01/05 14:03

oxygen saturation

2021/12/28 96%

ph urine

2022/01/05 5.5 14:03

platelet count 148-339

2022/01/05 433 x10 3/mm3

protein total 6.7-8.3

2022/01/05 7.3g/dl
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protein urine

2022/01/05 +/- 14:03

red blood cell count 4000-5520

2022/01/05 4510 x10 3/mm3

specific gravity urine

2022/01/05 1.033 14:03
2022/01/07 -
2022/01/07 -
2022/01/05 - 14:03
2022/01/05 14:03
2022/01/05 - 14:03

urine ketone body

2022/01/05 - 14:03

urobilinogen urine

2022/01/05 +/- 14:03

white blood cell count

2022/01/06 14%
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white blood cell count 3590-9640

2022/01/05 9050/mm3

2022/01/06 2022/01/18

2021/12/25 40
2021/12/28
2022/01/03
cT
1
PSL 60mg 1 1000mg 1
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0 6/40
fiber
GBS
2022/01/18
2021/12/28
2022/01/03

282




2022/01/05

CT/MRI
2022/01/06 PSL 100mg
PSL
5 PSL 10
2022/01/14
6/40 2 2

CT 2022/01/05

MRI 2022/01/06

2022/01/06

2022/01/06
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Facial diplegia and paresthesia

2022/01/06-2022/01/10 PSL 100mg 2022/01/06-
2022/01/15 2022/01/17 2022/01/18
VZV IgM-0.25(-) 0.8  , VZV 1g6-19.1(+) 2.0  , HSV IgW-
0.18(-)0.8  , HSV Ig6- 2.0 - 2.0  , CMV IgM- 0.10 - 0.85 INDEX, CMV

1gG -137H-6.0 AU/ml, CMV CF-3H-4.0 , VCA IgM E-0.4(-)-0.5 , VCA 1gG E-

6.2(+)-0.5  , EBNA GE-2.9(+)-0.5 , GADAb -5.0 -50 , GML -

- ,601b - -
GBS

MRI
2022/01/17 8 1 2022/01/17
13:47 () ()
) ) )
)
2022/01/17 RpO1 o 75mg YD 1
10 1 2

2022/01/17 15:03 -2022/01/17 23:55

2022/01/18 10:00

2022/01/18 07:00 10% 1
1g 3 500ug 3 3 / 10
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NCS Lt median ulnar peroneal tibial sural

GAD
1gG+

NCS

GBS

DTR

ACE

laterality

1964

IgM- cell 17 protein 38

HSV/VZV-PCR

EA-DRIQG

NCS

GBS

FAST

CMV  1gG+ EBNA+ HSV IgG-

MRl  normal study

HSV/VZV CAEBV

MRI

MRI

ANCA

IgM-

Vzv
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NCS

NCS
GBS
MRI
2022/06/20
49
COVID-19 2
3
6/40
CT MRI
GBS
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GBS

2022/01/30

2022/02/07

-L
3211071

2022/02/22

)

PSL

(

)

6.0

137au/ml
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2021/12/25

40 / 39.5 / 40
38 / 40
/ 40
38/ / 40

40 / Bp171/94
38

/ 39.5 / 40 /

PR107
2022/06/20
COVID-19

2022;vol (159) pgs 136

38/

2021/12/25

/
PR107

Bp171/94

/ 39.5

39.5 7/
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CSF
CcT

MRI
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SARS-CoV-2
1gA 2 2022; vol:35(1S) pgs 156
v2110033320 PMDA
2021/09/18 16 COVID-19 BNT162b2
FF2018 2022/03/31 2
2
50-100/HPF
1gA
' COVID-19 CovID-19
17569
' 2021/09/19 2
3
2021/09/20 2 1gA
20 Cr 0.87 1.26mg/dL /Cr 0.35g9/9Cr
Cr
24
1gA
2021/10/08 20 2021/10/17
2021/10/22 34 2021/11/04
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1gA
BNT162b2
2022/02/09
2022/02/22
2022/06/13
SARS-CoV-2 1gA

2022;vol 35 1S pgs 156
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17621

"Inflammatory Bowel Disease
Triggered by BNT162b2 mRNA Vaccination for SARS- CoV-2.", Inflammatory bowel
diseases, 2021; DO1:10.1093/ibd/izab297 "Inflammatory Bowel Disease Triggered by
BNT162b2 mRNA Vaccination for SARS- CoV-2", Inflammatory bowel diseases, 2022;
Vol:28(6), pgs:pp e75

2021/07 64 COVID-19 BNT162b2 BNT162B2 /
1

38.5 ;

116.6mg/1;

16kg

292




2022/06/24
Inflammatory Bowel Disease Triggered by BNT162b2 mRNA Vaccination for SARS- CoV-2.
Inflammatory bowel diseases. 2022 Vol 28(6) pp e75

17626

"First and fatal case of autoimmune
acquired factor XI111/13 deficiency after COVID- 19/SARS-CoV-2 vaccination."”,
American Journal of Hematology, 2022; Vol:97(2), pgs:243-245,
DO1:10.1002/ajh.26426 A case of severe autoimmune factor XI11/13 deficiency
manifested after SARS-CoV-2 vaccination and resulting in death from cerebral

haemorrhage Japanese Journal of Thrombosis and Hemostasis, 2022; Vol:33(2),

pgs:245
78 2
CoV-2 mRNA Pfizer-BioNTech; 1 ; 2
38
50

-CoV-2

293




55

CNS

CNS

red cell count 2.40 x 10"6/uL, reference range 3.86-4.92

x 1076/uL; hemoglobin 7.8 g/dL, 11.6-14.8 g/dL; hematocrit 22.8%, 35.1%-44.4%)

(159 x 1073/uL, 158-348 x 1073/uL), prothrombin time (10.9 s, 9.5-

13.5 s), activated partial thromboplastin time (25.9 s, 25.0-38.0 s)
Fibrinogen level; 288 mg/dL (155-415 mg/dL), Factor VI11/8 (F8) activity;
(62%-145%), von Willebrand factor (VWF) activity 241% (50%-150%)

201% 50%-150%

F8

Prothrombin time (PT) activated partial thromboplastin time (APTT)

high grade
X111/13 F13
X111/13 F13 59% 70%
3%  70%-140%; SRL
FXLH
F13A

201%,
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F13 1200 / 5

5
0:1, 1:3, 1:1, 3:1, 1:0

F13-A
spiked; M direct; D EXTI1-A
FXII1-A
1Vig
FXII1-A
I1STH/SSC 2015
91 0.5mg/kg/
F13 14% 103

1mg/kg
109

74
AiICFD
F13
5
37 2
56 -91
F13 F13
19G
X111/13 AIF13D
100

(1v) 1Vlg 400mg/kg 5
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F13 1200

10

-CoV-2 mRNA

F8

AIF13D

-CoV-2 mRNA

-CoV-2

AIF13D 78

67- 86 14

55

F13

CNS

CNS

7 AIF8D

AICFD
AiF13D

AIF8D

AiF8D

F8

F13

AIF8D

CNS

CNS 109

CNS

33%
CNS
AICFD
-CoV-2 mRNA
AIF8D
4-21
AIF8D
2

296




AIF13D

10

AiCFD

2022/06/23

SARS-CoV-2 vaccination and resulting in death from cerebral haemorrhage

Journal of Thrombosis and Hemostasis, 2022; vol 33(2); pp 245

AIF13D

F13
1Vig
AiCFD
AiF13D
F13

2022/06/06 2022/06/07

CNS

AIF13D
F13-A

CNS

-CoV-2 mRNA

F13

A case of severe autoimmune factor XI11/13 deficiency manifested after

Japanese
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17648

Cervical Transverse Myelitis Following COVID-19 Vaccination

NMC Case Report Journal, 2022; Vol:9(1), pgs:145-149, DOI:10.2176/jns-nmc.2022-

0045 PMDA v2110033353 (PMDA)
2021/11/04 26 covid-19 BNT162b2
FK0108 2022/04/30 26
2021 2021
CoVID-19

FH3023 2022/03/31)
2021/11/04

/ ;
2021/11/08

2022/01 / transverse myelitis (TM)

Brown-Sequard syndrome

2021/11/08 /

2021/11/08 19:00

2021/12/05

2021/12/10
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2021/12/21

2021/12/25

2021/12/27

2022/01/29

BBD

BBD

24

/ transverse myelitis (tm)
/
C5-7

BBD

C5-7

BBD

2022/01/05

Brown-Sequard syndrome

/
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Activated partial thromboplastin time (24-40): 30.4 seconds; Angiotensin
converting enzyme (7.7-29.4): 13.5 1U/1;
; (2022/01/06)  ; (2022/01/06) : T
40 : (2022/01/06) >240; Antineutrophil cytoplasmic antibody
3.5 : < 0.2 1U/ml; Antineutrophil cytoplasmic antibody 2.0
< 0.6 1U/ml; Antinuclear antibody 40 : 40;
Antinuclear antibody 7.0 : > 240 1U/ml, : ; 0.5
IU/ml; Bacterial test: ; Blood beta-D-glucan
20 : 14_4 pg/mL; Blood immunoglobulin A (110-410): 302 mg/dl;
Blood immunoglobulin G (870-1700): 1434 mg/dl; Blood immunoglobulin M (46-
260): 190 mg/dl; Blood lactate dehydrogenase (0-25): 14 1U/1;
Blood test: ; Blood thyroid stimulating hormone (0.50-5.00):
1.54 uiU/mL; Blood urine: (2021/12/25) : CRP 0.03, WBC 4600; Complement
factor C3 (86-160): 89 mg/dl; Complement factor C4 (17-45): 16
mg/dl; Computerised tomogram: (2022/01/07) up, : ; COVID-
19: (2022/01/05) 0.30 : 0.02 mg/dl;
(2021/12/25) 0.03 mg/dl; CSF cell count 5 : 7 /mm3; CSF
1(2022/01/06) ; CSF glucose (50-75): 59 mg/dl; CSF myelin basic
protein 102 : 1693.30 pg/mL, : ; CSF
; (2022/01/06) ; CSF protein (10-
40): 43 mg/dl, : ; Fibrin D dimer 1
0.3 ug/ml; Haematocrit (35.1-44.4): 39.4 %; Haemoglobin (11.6-14.8):

12_4 g/dl; HTLV-1 test: : : ; Imaging procedure:
(2021/12/25) : C5-7 ; Interleukin-2
receptor assay (145-519): 301 1U/ml; International normalised ratio (0.8-
1.2): 0.94 %; manual muscle test:

5 4 C5

; Magnetic resonance

imaging: : C5-7
(Fig. 1A-C);
WP ; : (Fig. 1D-F). 2

IVMP ; Magnetic resonance imaging head: ; Magnetic
resonance imaging neck: (2021/12/25) : C5-7 ; Mycobacterium
tuberculosis complex test: : : ; Neurological
examination: ; Platelet count
(158-348): 325 x10 9/1; Red blood cell count (3860-4920): 5260
x10 9/1; SARS-CoV-2 test: : ; Thyroxine free
(0.90-1.70): 1.44 ng/dL; Tri-iodothyronine free (2.30-4.30): 2.53
pg/mL; Tumour marker test: ; White blood cell count (3300-8600):
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6100 /mm3; (2021/12/25) 4600 /mm3.

4 Brown-Sequard syndrome 3 BBD
C5-7
2022/01/29 ( )
BNT162b2
s) (NMOSD)
(ADEM) Transverse

myelitis following COVID-19 vaccination

CovID 4
2
2021

2022/01/05
2022/01/09 2022/01/11 MPSL 1000mg

3
2022/01/19 2022/01/21 MPSL 1000mg

3

302




2022/01/29

2022/01/05 2022/01/29 /
1 2
/
BNT162b2

2022/01/29

2022/02/17

2022/02/21

2022/06/20 Cervical

Transverse Myelitis Following COVID-19 Vaccination , NMC Case Report Journal,

2022; Vol:9(1), pgs:145-149, DOI:10.2176/jns-nmc.2022-0045
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17665

2021/11/26

CovID

16 COVID-19

2021/11/28 23:00

/
2021/11/29
CPK 50-230 2021/11/29 356 1U/1
2021/11/29
CK- 8-25 2021/11/29 47 1U/1
2021/11/29
0.00-1.00 2021/11/29 1.39 ug/mL
2021/11/29
0.00-26.20 2021/11/29 7521.90 pg/ml
/

BNT162B2

2021/10/29 COVID-19

2021/12/14
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/ 2021/11/28

(50-230): (2021/11/29) 356 1U/1

mb (8-25): (2021/11/29) 47 1U/1

BMI 25
c : (2021/11/29) 6.71 mg/dl
: (2021/11/29)
D (0.00-1.00): (2021/11/29) 1.39 ug/mL

i (0.00-26.20): (2021/11/29) 7521.90 pg/nL

(2021/11/29) - 60%

2021/11/28 23:00
2021/12/14

EKG
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CK-MB T CRP C-
/
(2022/02/03)
"BLA"
BNT162B2
/
2022/02/28
BMI  /

/ER

MR

2021/11/28

ESR D-

E2B
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2022/06/07

mg/ml ug/mL
0.00-1.00 2021/11/29 1.39 mg/mL 0.00-1.00
2021/11/29 1.39 ug/mL
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17754

2021/12/21 60
3
2022/04/30

2021/07

2021/07

14:30

COVID-19

14:00
COVID-19

2021/11/10 2

2021/11/15 2

C4591006

COVID-19
0.3ml
59
2020
2021712
0.3 ml EP2163
0.3 ml EP2163
2021/11/11 59
7 24 A
7 29

BNT162b2

FK7441

2020

2021/05/31
2021/02/24 59

2021/05/31
2021/03/17 59

CcT

309




2021/12/07 2

2022/01/08  2022/01/10

2022/01/11 2

2022/01/13

2022/01/14 22:00

2022/01/15 10:00

12:20

2022/01/18 10:00

2022/02/04 2

BNT162b2

8 20

9 25
2021/04/13
2 9 28
2 9 29
2 10 1

10 18

MRI
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2022/03/07

2022/03/18

2022/03/25

bnt162b2

2022/05/16

2022/06/23

€4591006
C4591006
2022/01/14
€4591006
2
€4591006
2
2022/06/23

2022/01/11
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2021/07

2020

€4591006
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17822

C4591006

49
2021/12/10
2022/04/30 49 3
2021/02/24
2021/05/31 0.3ml
CovID-19

COVID-19 BNT162b2
FJ1763
0.3ml 2021/03
EP2163 2021/05/31 2
2021/10/28
2021/02/25 2021/03/16

/15

0.3ml

EP2163

60mg

313




2021/12/11 500mg

2022/01/17 38

2022/01/18 39 PCR

2022/01/25 2022/01/28

2022/01/29 50
2022/02/07 59
SARS-CoV2
ICU
ECMO
SARS-CoV2
SARS-CoV2 SARS-CoV2
2022/06/15
2 28 2
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COVID-19 SARS-CoV-2

COVID-19

SARS-CoV-2

COVID-19

COVID-19 2022/01/18

CovID-19

2022/02/07

12
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SARS-CoV-2 2022/01/18

CovID-19

COVID-19 BNT162b2

2022/02/19 BNT162b2
PFIZER-BIONTECH COVID-19

EP2163

NTM

PFIZER-BIONTECH COVID-19

EP2163

EP2163

CAPA
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NTM

2022/02/20 BNT162b2
PFIZER-BIONTECH COVID-19

FJ1763

NTM

2022/02/19  2022/02/20

FJ1763

CAPA

CAPA
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€4591006
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17876

PMDA

v2210000549

29 7 CovID-19 BNT162b2

/ 0.3ml 2 29 7
2022/02/06 09:10 COVID-19 mRNA-1273 CovID-19

/ 3
CovID 4
2
/ CovID-19

2022/02/08
2022/02/06 2022/02/06 / 39

2022/02/09 08:00
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2022/02/06 39

2022/02/09
2022/02/09
2022/02/09
2022/02/09
2022/02/06 1 2
2022/02/08 2
BNT162b2
CT
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CcT

2

2022/02/08 20:00

2022/02/09 07:00

2022/02/06 COVID-19 39

2022/02/09 09:08 09:48

17

++ ++ + ++ ++ ++ ++

27 4

CcT

31

++

++

++
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2022/02/08 20:00

CT

2022/02/09 CcT
2022/02/09

2022/02/09 CcT
2022/02/06

2022/02/09

4 18 4 19
2 6

bnt162b2

CcT

BNT162b2
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2022/02/22

2022/03/10
CcT CT
bnt162b2
17 17
2022/04/04

CT

DSU
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(2022/04/27)

(2022/05/06)

2022/05/10
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2022/06/30
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17918

158

2021 pgs 47

PMDA v21132850 PMDA

2021/08/17 2 17
COVID-19 BNT162b2 /
2 17 2

2018

COVID-19 COVID-19 1

2021/08/19 2

2021/08/19 ST
ST ;

2021/08/19

2021/08/19 22:30

143

COVID-19mRNA
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2021/08/19 22:30

2021/08/19 22:30 ;

2021/08/19 22:30
/ / ;

2021/08/20 MB
MB CK-MB ;

2021/08/20
CK ;

2021/08/20
CRP ;

2021/08/20 ;

2021/08/20

2021/08/20

ST

2021/08/20

2021/09/10 21

ST
CK
MB CK-MB CRP

2018

327




2021/08/17

2021/08/19 22:30 2

2021/08/19 22:30 2

23:00

2021/08/20 2
MRI
T1

1g/

IVIG

2021/08/25 2

2
2
2
ST
3 MRI
ST
IVIG 59/ 3
39/
IVIG

2021/08/23 2

CcT

328




EF  40% asynergy

radial
strain
2021/09/11
2021/08/20 ;. 2021/08/20
2021/08/20 11391U/1;
MB 2021/08/20 751U/1;
;. 2021/08/19 ;
2021/08/25 ;
2021/08/20 4._4mg/dl; ;
2021/08/20
; EF 40
asynergy
radial strain ;
40 ; 2021708720 47%;
ST ;. 2021/08/19 ST ;
2021/08/20 ST ;

2021/08/20 ;
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MB

2018

COVID-19

T1

2021/08/20

2021/08/19

T1

2021/08/20

1.8ng/ml; 2021/08/21

ST

BNT162b2

2018
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2021/08/20

/ 2021/08/19
2021/08/20 1.8ng/ml
2021/08/20 CK 1139u/L
2021/08/20 MB CK-M 75u/L
2021/08/20 CRP 4 _4mg/dl CRP
ESR 1 2021/08/20 D-
MRI 2021/08/20
T1
1
CcT 2021/08/25
2021/08/20 47%
2021/08/20
ST
/
2021/08/20 2 3
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2021/09/10 2 24

2021/11/01
2022/02/16
EUA
2022/05/10 202101441830
202101441830
ST
CK MB CK-MB
2022/06/16

202101851452

CRP
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Prominent J waves and ventricular
fibrillation due to myocarditis and pericarditis after BNT162b2 mRNA COVID-19
vaccination, Canadian Journal of Cardiology, 2022; pgs:1-4,
DO1:10.1016/j-cjca.2022.02.005.

2021 26 COVID-19 bnt162b2 BNT162B2 /
2021 2021
17929 ;
2021 2021
2021 2021
2021 2021
2021 2021
2021
2021
(2021) (2021)

333




8 (2021)
(2021) (2021) (2021)

J  -ST-T Il alL avVF V2-6 ST

J
(2021) j 1c 1

PR (2021) 186 ms 1B (2021) 162 ms  1C

QRS (2021) 306 md 1A (2021) 128 ms 1B (2021)
100 ms  1C QT (2021) 437 ms 1B (2021) 388
ms  1C (2021)
2C D (2021) (2021) cd68
cd3- (2021)
(2021)
(2021)
7.6 [ 1.1-3.2] x 1079 cells/L (8.51 [
3.5-9.1] x 1079 cells/L)  (2021)
(2021) (2021)
(LGE) ,
(2021)
(2021) (2021) I (2021) 0.095
ng/ml (0.030 ) (3.5-9.1): (2021) 8.51 x10 9/1
(1.1-3.2): (2021) 7.6 x10 9/1
22
S-1CD S-1CD
5 BNT162b2 mRNA
ECG 2
J VF
MRI
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COVID-19

BNT162b2

2022/04/18

2022/04/28

Prominent J waves and ventricular fibrillation due to myocarditis and
pericarditis after BNT162b2 mRNA COVID-19 vaccination , Canadian Journal of
Cardiology, 2022; pgs:1-4, DOI:10.1016/j.cjca-.2022.02.005.

DSU

PMDA E2B
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2022/06/27

Prominent J waves and ventricular fibrillation due to

myocarditis and pericarditis after BNT162b2 mRNA COVID-19 vaccination , Canadian

Journal of Cardiology, 2022, Vol 38, Pgs 844-847; DOl: 10.1016/j.cjca.2022.02.005

JP E2B

FU#06

336




17962

Unmasked Type 1 Brugada ECG Pattern without a Fever after a COVID-19
Vaccination HeartRhythm Case Reports, 2022; Vol:8(4), pgs:267-269,
DO1:10.1016/j .hrcr.2022.01.007

2021/10 32 covid-19 bnt162b2 BNT162B2 /

Unmasked type 1 Brugada ECG pattern

without a fever after a COVID-19 vaccination

ventricular arrhythmias

c
2 4 IcS 1
3 3 4 1
6 ECG 2 3 4 1
23 3 4 1
1
1 1 1
3 4 1
50 /
(PVC)
4
28
50 / PVC
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COVID-19 1
12
22
1 28
PVC
2022/02/16
valid
BNT162b2
2022/06/23 Unmasked Type

1 Brugada ECG Pattern without a Fever after a COVID-19 Vaccination HeartRhythm

Case Reports, 2022; Vol:8(4), pgs:267-269, DOI:10.1016/j-hrcr.2022.01.007
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EGPA 1

336 2022; Vol:336
77
1
2
8
23 3311/uL CRP 5.75mg/dl
EGPA
' EGPA MPO-ANCA 95.8 U/ml PSL 50 mg/day PSL
17999
0.8mg/kg/day
PSL AZA 50mg/day
EGPA
2022/04/18

2022 66 699
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CRP

2022/06/17

18082

"A Decrease of Neutrophils After COVID-19 Vaccination in a Treatment-
Resistant Patient With Schizophrenia Taking Clozapine”, Journal of clinical

psychopharmacology., 2022; DOI:10.1097/JCP.0000000000001527

45 COVID-19 BNT162b2 BNT162B2 /

0.5 ml 2

TRS 25

8 16mg
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COVID-19

3.03x109/L

1.92x109/L

971 7
971 28

2
3.83x10 971
4.37x10 9/1

BNT162b2 1
ANC

12 20mg

12 6mg

16 24mg

COVID-19

1.90x109/L

WBC 3.16x109/L

0.5ml

2.20 3.86 0
3.14x10 971 10

3.86 7.42
7 4.24x10 9/1
28

10

1.90 x10 9/1 3
1.92x10 971 24

0 3.16x10 971
3.03x10 971

CovID-19

0.5mL

WBC

ANC

2.69x10
2.97x10

24
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CoVID-19 CoVID-19
25
l6mg 8
24mg 16
41
4
2 WBC 3.86
3.86x109 /L
- CoVID-19
0.5mL
3 WBC 3.16x109 /L
7 WBC ANC
3 -

7.42x109 /L

20mg 12

ANC

COVID-19

ANC  1.90x109 /L

COVID-19 0.5mL

2

2.20
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WBC 3.03x109 /L 1.92x109 /L

7 WBC

- CovID-19

(2022/06/03 2022/06/06)
A Decrease of Neutrophils After COVID-19 Vaccination in a Treatment-Resistant
Patient With Schizophrenia Taking Clozapine , Journal of clinical

psychopharmacology, 2022, vol:42(3), pp:324-325, DOI:10.1097/JCP.0000000000001527

(2022/06/08) EMA
MLM A Decrease of Neutrophils After
COVID-19 Vaccination in a Treatment-Resistant Patient With Schizophrenia Taking
Clozapine , Journal of clinical psychopharmacology, 2022; Vol:42(3), pgs:324-325,
DO1:10.1097/J3CP.0000000000001527 JP-MLMSERVICE-20220603-
3599512-1 (MLMSERVICE)

2022/06/01 EMA MLM
Takaki M, Yada Y, Sakamoto S, Fujiwara M, Okahisa
Y, Yamada N. A Decrease of Neutrophils After COVID-19 Vaccination in a Treatment-
Resistant Patient with Schizophrenia Taking Clozapine. Journal of Clinical

Psychopharmacology. 2022;42(3):324-5
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2022/02/21  Pfizer S.r.1. PFIZERINC
Eudravigilance JP-PFIZER INC-202200308615
MLM

WBC
45
20 25
10
l6mg 8 20mg 12
24mg 16
200mg/d CLz 112.5mg/
4
2 WBC 3.86 7.42 x 10n9 /L
CoVID-19
CoVID-19 0.5 mL; -
CoVID-19 3 WBC 3.16 x 10n9 /L
7

3 CoVID-19 0.5mL 2

2 3 WBC 3.03 x 10n9 /L

2022/03/03
E2B
COVID-19
CovVID-19
6mg 12
41
ANC  2.20 3.86 x 10n9 /L
3
ANC  1.90 x 10M9 /L

1.92 x 1079 /L

344




CLzZ
ANC >2.00 x 10"9 /L

ANC 1.99 x 10n9 /L ANC 26 2
CLzZ
COVID-19 2 WBC ><10"9 /L / (O

) WBC 3.86-7.42 2.20-3.86 3 WBC 3.16

1.90 7 WBC 3.83 2.69 10 WBC 4.24

3.14 2 21 24 WBC: 3.03 1.92 28

WBC: 4.37 2.97
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18086

Journal of clinical psychopharmacology., 2022; Vol:42(3), pgs:324-325,

DO1:10.1097/JCP.0000000000001527,

" A Decrease of Neutrophils After COVID-19

Vaccination in a Treatment-Resistant Patient With Schizophrenia Taking Clozapine".

45 CovID-19
/
COVID-19
3
3.16x109/L
3
1.90x109/L

BNT162b2 BNT162B2 1 0.5ml
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Decrease of Neutrophils After COVID-19 Vaccination in a Treatment-Resistant Patient
With Schizophrenia Taking Clozapine , Journal of clinical psychopharmacology,

2022, vol:42(3), pp:324-325, DOI:10.1097/JCP.0000000000001527

2022/06/08 EMA
MLM

Journal of clinical psychopharmacology, 2022; Vol:42(3), pgs:324-325,
DO1:10.1097/J3CP.0000000000001527 "A Decrease of Neutrophils After COVID-19
Vaccination in a Treatment-Resistant Patient With Schizophrenia Taking Clozapine"

JP-MLMSERVICE-20220603-3599512-1 (MLMSERVICE)

2022/06/01 EMA  MLM Service Journal of Clinical
Psychopharmacology. 2022;42(3):324-5

Takaki M, Yada Y, Sakamoto S, Fujiwara M, Okahisa Y, Yamada N.
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””A Decrease of Neutrophils After COVID-19 Vaccination in a Treatment-

Resistant Patient with Schizophrenia Taking Clozapine.””
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"Serial histopathologic assessment of fulminant myocarditis after the
first mRNA COVID-19 vaccine dose", CARDIOVASCULAR FLASHLIGHT, 2022;
DO1:10.1093/eurheartj/ehac083; "A Case of Elderly Man who Developed Fulminant
Myocarditis After the First Dose of COVID-19 Vaccine and Returned to Society", The

132nd Kyushu Regional Meeting of the Japanese Circulation Society, 2022; Vol:132nd,

pgs:36
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2022/06/27 "A Case of
Elderly Man who Developed Fulminant Myocarditis After the First Dose of COVID-19
Vaccine and Returned to Society", The 132nd Kyushu Regional Meeting of the Japanese

Circulation Society, 2022; Vol:132nd, pgs:36
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"Genital necrosis with cutaneous thrombosis after COVID-19 mRNA vaccination",
Journal of the European Academy of Dermatology and Venereology, 2022; Vol:36(3),
pgs:el85-e186, DOI:10.1111/jdv.17837

84 COVID-19 BNT162b2 BNT162b2
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Antineutrophil cytoplasmic antibody: negative; Antinuclear antibody: negative;
Antiphospholipid antibodies: unremarkable; Antithrombin Il1: unremarkable; Beta-2
glycoprotein antibody: unremarkable; Biopsy skin: showed epidermal necrosis,
scattered neutrophils,

; Body temperature: 37.5 Centigrade; Cardiolipin antibody: unremarkable;
Coagulation test: unremarkable.; including antithrombin, protein C, protein S,

b-2- -1

C-
0.3 11_6mg/dl ; Dermatologic examination: revealed extensive
necrosis with surrounding, ;
Immunohistochemistry: revealed that the thrombi were positive for CD61,,

; Biochemical parameters: within the normal range,

11._6mg/dL 0.3mg/dL ; showed a leukocytosis (15.9 *109/L) with a
left, 359*109/L ; Platelet count:
359 x10 9/1, ; Protein C: unremarkable; Protein S:

unremarkable; Rheumatoid factor: negative; Serology test: Serological tests for
rheumatoid factor, anti-, ;

White blood cell count: 15.9 x10 9/1,

BNT162b2
121 4 working group, Al
working group Al Al

Genital necrosis with cutaneous thrombosis after COVID-19 mRNA vaccination
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Acute Meningoencephalitis after COVID-
19 Vaccination in an Adult Patient with Rheumatoid Vasculitis Internal medicine,

2022; Vol:61 (10), pgs:1609-1612, DOI:10.2169/internalmedicine.8815-21

72 COVID-19 1 bnt162b2 BNT162B2 /

2015

3 Acute

Meningoencephalitis

acute meningoencephalitis

Anti-cyclic citrullinated peptide antibody ; Blood cortisol 4.28mg/dl; Blood
culture PCR ; Blood glucose 72.3mg/dl; 108mg/dl; Blood
immunoglobulin G 1.13 0.66 ;0 1.2; 2.4 2

; Blood pressure measurement 112/73mmHg; Blood test MMP-3 of

67.4 CCcp 0.6 U/mL ; matrix
metalloproteinase MMP-3 304.8ng/ml 17.3-59.7
(CCP) 0.6 U/mL 0.6 ; Blood thyroid stimulating
hormone 1.521 uiU/mL; Coagulation test 2.7mg/ml 1 D-
C-reactive protein 3.96mg/dl ; CSF cell count 4
/mm3 ; PCR

; CSF culture PCR
; CSF pressure 8-15 15mmHg; Electroencephalogram
; Endocrine test 12pg/ml; Endocrine test

Fibrin D dimer ; Heart rate 96 /
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; ]|

; Nasopharyngeal swab SARS-CoV-2 RNA

(RT-PCR);

; Protein total: 173.2
mg/dl, ; Respiratory rate: 19 / ; Thyroxine: 0.96 ng/dL;
Tri-iodothyronine: 1.80 pg/mL; Vital signs measurement ; White blood cell
count: 7500 cells/uL

3

-BioNTech mRNA BNT162b2 COVID-19 ;

CCP

2022/03/24 Acute
Meningoencephalitis after COVID-19 Vaccination in an Adult Patient with Rheumatoid
Vasculitis Internal
medicine;2022;pgs:10.2169/internalmedicine.8815-;D01:10.2169/internalmedicine_8815-
21
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2022/06/13 Acute
Meningoencephalitis after COVID-19 Vaccination in an Adult Patient with Rheumatoid
Vasculitis, Internal Medicine, 2022; vol 61 (10), pgs 1609-1612, DOI
10.2169/internalmedicine.8815-21
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"Emergence of Behcet"s disease post-SARS-CoV2-vaccination: two clinical cases in
Japan', Journal of the European Academy of Dermatology and Venereology, 2022;

Vol:36 (4), pgs:e248-e249, DO1:10.1111/jdv.17859.

"Emergence of Behcet"s disease post-SARS-CoV2-vaccination: two clinical cases in
Japan', Journal of the European Academy of Dermatology and Venereology, 2022;
Vol:36 (4), pgs:e248-e249, DO1:10.1111/jdv.17859; "Three cases of Behcet"s disease
which developed and worsened due to SARS-CoV-2 vaccination™, The 133rd Shizuoka

Division of Japanese Dermatological Association, 2022; Vol:133.
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"Emergence of Behcet"s disease post-SARS-CoV2-vaccination: two clinical cases in
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GENERAL INVESTIGATION TARGETING THE VACCINES (HEALTH CARE PROVIDERS HCPS) WHO ARE

VACCINATED IN EARLY POST-APPROVAL PHASE (FOLLOW-UP STUDY)
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GENERAL INVESTIGATION TARGETING THE VACCINES (HEALTH CARE PROVIDERS HCPS) WHO ARE
VACCINATED IN EARLY POST-APPROVAL PHASE (FOLLOW-UP STUDY)
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Emergence of Behcet"s disease post-SARS-CoV2-vaccination: two clinical cases in
Japan, Journal of the European Academy of Dermatology and Venereology, 2022;
Vol:36(4), pgs: e248-e249, DOI: 10.1111/jdv.17859; SARS-CoV-2

3 The 133rd Shizuoka Division of Japanese

Dermatological Association, 2022; Vol:133.
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2022/04/25

BD

C- 121.4 mg/L
<400 ukat/L
1.4 <1.2
BD
0.5mg/kg/

10

28 1U/mL

CH50 82.4

1CBD 4

1.0mg/

Emergence of Behcet"s disease post-SARS-CoV2-vaccination: two clinical cases in

Japan, Journal of the European Academy of Dermatology and Venereology, 2022;

Vol:36(4), pgs: e248-e249, DOI: 10.1111/jdv.17859.

2022/06/06

SARS-CoV-2

3 2022

133

417




418




18909

2021/12/20 53
3

Na

2021/09/29

2021/11/12

2021/02/24

EP2163

2021/03/17
EP2163

€4591006

CovID-19 BNT162b2
FK8562 2022/04/30 53
2018/12/05 BM A+B
2018/12/05
2021/09/29 4000
2021/09/29
53
COVID-19 1 0.3ml
2021/05/31 53
COVID-19 2 0.3ml
2021/05/31 53
2022/01/20 2022/06/28

419




17

SARS-CoV-2

SARS-CoV-2

2022/01/20

2022/01/20

2022/01/25

2022/01/26

2022/02/15

2022/03/01

2022/03/01

2022/01/26

2021/08/12

2022/01/26 ;

2021/08/12

MRI

2022/03/18

420




2022/03/02

2022/03/18
2022/03/25
/
1
SARS-CoV-2
COVID-19
2
SARS-CoV-2

421




COVID-19

2022/05/

BNT162B2

BNT162b2

20

BNT162b2

(2022/04/12)

C4591006

422




BNT162b2

2022/02/15

BNT162b2 /

2022/05/20

2022/06/30

C4591006

C4591006

2022/06/28

423




18914

Polymyalgia Rheumatica Following COVID-19 Vaccination: A Case Report”, Internal
medicine, 2022; pgs:10.2169/internalmedicine.8934-,
DO1:10.2169/internalmedicine.8934-21.

2 2 2
71 covid-19 BNT162b2 BNT162B2 2
1 2 Covid-19
COVID-19
2
10
1 3 2 37

424




ccp 2.4g/dl1 41-
153 19uiU/L 109/67mmHg 36.7 37
C- 18_8mg/dl
10.4g/dl 108 / HLA DRB1 *0404/*803
70% 15 99 mm/h
GCA
8.9g/1 x03/uL
20mg/
2
cT
cT
PMR
COVID-19 PMR
/
2022/06/20

"Polymyalgia Rheumatica Following COVID-19 Vaccination: A Case Report"”, Internal

medicine, 2022, vol:61, pp:1775-1777, DOI:10.2169/internalmedicine.8934-21

425




18935

C4591006

2021/02/22 23

2021/03/17
2

2021/12/21

2022/01/25

2022/01/26 3

ICU

EP2163

EP2163

2022/01/27

COVID-19

2021705731 0.3 ml

2021/05/31 0.3 ml

23

0.3ml

PCR

BNT162b2

COVID-19

426




ECMO

covid-19
2022/01/26
SARS-CoV-2 2022/01/26 PCR 2022/01/27
2022/02/04 2022/02/09
covid-19
2022/02/09
SARS-CoV-2
ECMO
/
COVID-19

2022/01/27 COVID-19

2022/01/26 SARS-CoV-2

2022/01/26

PCR

PCR

CovID-19

427




2022/01/27 SARS-CoV-2

SARS-CoV-2

COVID-19

QC

PR ID

PR ID 5741000

PCR CovID-19

EP2163

COVID-19

428




NTM

BNT162b2 CovID-19

2022/04/13

2022/05/17

C4591006

2022/05/25

€4591006

2022/01/26

FAX

CAPA

429




2022/06/24

€4591006

430




18951

C4591006

2021/02/19 42
0.3ml

2021/03/17 15:00 2
41

2022/02/08

2022/02/08

SARS-CoV-2
2022/02/08

COVID-19 BNT162B2
EP2163 2021/05/31
0.3ml EP2163
2022/02/07
COVID-19
2022/02/16 COVID-19
2022/02/08 2022/02/16
2022/02/16

2021/05/31

431




2022/02/05

2022/02/06

2022/02/08

2022/02/08

2022/02/16

SARS-CoV2

SARS-CoV2

COVID-19

2022/06/23

41

LAMP

LAMP

SARS-CoV2

ICU

ECMO

LAMP

SARS-CoV2

2022/02/08

10

-CoV2

-CoV2

432




-BIONTECH COVID-19

2022/05/19

€4591006

SARS-CoV-2 2022/02/07

2022/05/27

PR ID PR

EP2163

2022/02/08

ID 5741000

CAPA

LOE

433




€4591006

SARS-CoV-2 PCR

2022/06/23

€4591006

434




4591006

2021/02/22 24 COVID-19 BNT162b2

1 EP2163 2021/05/31 23

2021/03/15 2 EP2163 2021/05/31 23

2021/12/22 3 / 24
18962 |

2021/11/17

2022/01/14 23 COVID-19

2022/01/28 37

COVID-19 I ECMO

435




SARS-CoV-2 2022/01/09 ; 2022/01/14 ; 2022/01/28

COVID-19 BNT162b2

2022/04/08 BNT162b2

PFIZER-BIONTECH COVID-19

EP2163

NTM
CAPA

PFIZER-BIONTECH COVID-19 /

BNT162b2 /

436




2022/05/11

COVID-19

2022/05/25

2022/06/10

COVID-19

C4591006

FAX

C4591006

€4591006

437




18964

€4591006

33 covid-19
2021/02/19 1 EP2163
32 2021/03/12 2
2021/05/31 32
1
2
1 2 28
COVID-19 SARS-CoV-2
COVID-19

BNT162b2
2021/05/31
EP2163

438




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
ICU

2022/03/11
SARS-CoV-2 2022/02/24 2022/03/07
2022/03/11 CovID-19

COVID-19

ECMO

12

2022/03/11

439




2022/04/19

PR ID PR ID 5741000

PFIZER-BIONTECH COVID-19

EP2163

NTM

CAPA

440




2022/04/15

2022/02/26 2022/03/03

2022/06/09

Description as

2022/04/19
€4591006
€4591006
Reported COVID-19 PCR LAMP

2022/04/19

COVID-19

441




18981

2021/02/22 30

1
2021/03/15 2
2021/05/31
2021/12/27 3

2022/05/31 30

BNT162b2

2022/02/21

€4591006

COVID-19
0.3ml EP2163
0.3ml EP2163
0.3ml
1
1
28
COVID-19
2022/03/02 COVID
COVID
COVID

BNT162b2
2021/05/31

FL7646

442




SARS-CoV-2

ECMO

2022/04/12

PFIZER-BIONTECH COVID-19

2022/06/01

2022/02/21

COVID-19

NTM

BNT162b2 (

BNT162b2 (

ICU

EP2163)

EP2163

FL7646)

CAPA

443




PFIZER-BIONTECH COVID-19

NTM

BNT162b2 /

2022/05/26

€4591006

2022/06/01

BNT162b2 FL7646

FL7646

CAPA

444




2022/06/24

€4591006

445




18986

v2210000531
2022/02/19 15:00 68 CovID-19
/
COVID-19 1
COVID-19 2
CovID-19
2022/02/20 17:00 1 2
2022/02/20
3
2022/02/20

BNT162b2

PMDA

446




2022/06/24

2022/02/20 17:00

D

2) CT

3)

4)

9649

2)

3)

4)

5)

6)

130g

19_9mg/dl

7.99

700ml

Omg/ml

436

6.69

CRP
5.9ug/L

310g

334g

129

4aml

0.452

1434g 1219
15269 0.6g
Oug/ml

Glu 132

131g

447




7) - (LC/NS/NS)

8)

9 169cm  61kg

CcT

2022/02/20 18:25 119

2022/02/20

CT

GC/

18:43

448




Glu

2022/06/24

CRP

449




19006

C4591006

2021/02/22 49
EP2163

2021/03/15 2

2021/12/03 3
2022/04/30 49

12019

1

BNT162b2
1 2021/05/31
EP2163
CovID-19
2021/11/15

1 2021/05/31

FK6302

450




COVID-19 2022/02/06

2022/02/15 COVID-19
COVID-19
C- 0.00-0.14 2022/06/06 3.04 mg/dl 26.0-40.0
2022/02/06 21.5 % 40.0-60.0 2022/02/06 68.4 %
2022/02/06 SARS-CoV-2 2022/02/06 3.3-8.6
2022/02/06 8.0
COVID-19
ICU
ECMO
COVID-19 BNT162b2
2022/06/28 :EP2163  bnt162b2

451




EP2163

CAPA
BNT162B2 /
2022/06/07
C4591006
C-
COVID-19
BNT162B2 /
2022/06/28 C4591006
3
1 2

NTM

COVID-19 TRC
COVID-19

452




19019

2021/03/18

2021/02/25 COVID-19

2021/05/31

30
EP2163

1

2021/08/19

CovID-19
2021/05/31

10mg

30

2021/08/19

€4591006

BNT162b2
2 30
EP2163
2021/08/27
2021/08/23 4

2021/08/19 2021/08/23

453




CT 2021/08/19

SARS-CoV-2
COVID-19
2021/12/03 COVID-19 BNT162b2
3
2022/06/06
2022/06/22

€4591006

€4591006

CT

454




455




19023

2022/03/19 43

0.3ml
43 2
COvID
2
ACTH
ACTH

COVID-19
43

BNT162b2

456




COVID-19

COVID-19 COVID-19 2
COVID-19
CovID 19 BNT162b2
COVID-19 BNT162b2
2
2022/03/19 3 CovID-19 BNT162b2
3

2022/03/20
2022/03/21
2022/03/22

CPK 1484621U/L

2022/03/22 2022/04/08

2022/03/22

2022/03/23

2022/03/22 2022/04/08 17

CPK 1484621U/L

Blood corticotrophin

38.8pg/ml CRH ACTH  38.8-41.4pg/ml ;

457




41 .4pg/ml CRH ACTH  38.8-41.4pg/ml ;
Blood cortisol
12_8ug/dL; 1.3ug/dL; 6.8ug/dL
6.8 15_3ug/dl ; 15_3ug/dL
6.8 15_3ug/dl 8.5ug/dL

8.5-10.5ug/dl ;

10.5ug/dl

Blood creatine phosphokinase

2022/03/22

2022/03/23

2022/03/23

2022/03/24

2022/03/25

2022/03/26

2022/03/26

2022/03/27

2022/03/27

2022/03/28

2022/03/29

2022/03/30

2022/04/01

2022/04/04

2022/04/08

2131U/1 21:06;
1484621U/1 08:30; ;
1225151U/1 21:00;
924431U/1 08:30; ;
761151071 06:00; ;
757081U/1 08:30
721601071 16:00; ;
419351U/71 08:30; ;
389401071 16:00; ;
19030171 08:30; ;
55521071 08:30; ;
22951071 08:30; ;
7111071 08:30; ;
3841071 08:30; ;
991U/1 08:30;

10.5ug/dL

8.5-

458




2022/04/26

Blood sodium

2022/03/22

2022/03/23

2022/03/23

2022/03/23

2022/03/23

2022/03/23

2022/03/23

2022/03/24

2022/03/24

2022/03/24

2022/03/25

2022/03/25

2022/03/25

2022/03/26

2022/03/26

2022/03/27

2022/03/27

2022/03/27

2022/03/27

771U/1

116mEqg/1

117mEq/

117mEqg/1

118mEqg/1

116mEqg/1

119mEqg/1

121mEqg/1

129mEqg/1

130mEqg/1

131mEqg/1

131mEqg/1

132mEqg/1

134mEqg/1

133mEqg/1

131mEqg/1

125mEqg/1

122mEqg/1

120mEqg/1

118mEqg/1

08:30;

21:

06;

03:00;

08:

08:

13:

18:

21:

08:

12:

18:

00:

06:

16:

08:

16:

08:

12:

16:

20:

30;

30;

00;

00;

00;

30;

00;

00;

00;

00;

00;

30;

00;

30;

00;

00;

00;

459




2022/03/27 123mEg/1 23:00; ; ;

2022/03/28 129mEg/1 04:00; ;
2022/03/28 132mEg/1 08:30; ; ;
2022/03/28 134mEg/1 14:00; ;
2022/03/29 138mEg/1 08:30;

2022/03/30 138mEg/1 08:30;

2022/04/01 140mEg/1 08:30;

2022/04/04 138mEg/1 08:30;

2022/04/08 140mEg/1 08:30;

2022/04/26 142mEg/1 08:30;

Body temperature

39 ;

Urine cortisol/creatinine ratio

23.0ug/24h
2022/03/19 COVID-19
- 3
2022/03/22 2022/04/08
BNT162b2

2022/03/22
2022/03/22 2022/04/08

BNT162b2
0.3ml

BNT162b2

460




2022/03/23 /
2022/03/22 2022/04/08 BNT162b2

2022/03/22 21:00 22:30 NSS460ml + 10 NaCl 40ml 1.6
NaCl

2022/03/23 11:30 1. NSS 20ml/h 2. 3 NaCl 20ml/h

16:00 1. NSS 20ml/h 2. 3 NaCl 40ml/h

18:30 1. NSS 40ml/h 2. 3 NaCl 60ml/h

21:00 1. NSS 60ml/h 2. 3 NaCl 40ml/h

2022/03/24 03:00 1. NSS 60ml/h 2. 3 NaCl 30ml/h

09:00 1. D 100ml/h 2. 3 NaCl 10ml/h

12:00 1. 3A 100ml/h 2022/03/25 00:00 1. D+L K10
mEq 40ml/h 2. 3A 40ml/h

16:00 1. D+L K10 mEq 60ml/h 2. 60ml/h
2022/03/26 10:00 1. D+L K10 mEq 80ml/h 2.

80ml/h

2022/03/27 09:00 1. D+L K10 mEq 40ml/h 2.

40ml/h

12:30 10mg iv

461




16:00 100 mg iv 20ml/h

20:00 10mg iv

2022/03/28 00:00 1. D 40ml/h 2. 40ml/h

05:30 1. D 40ml/h 2. 1 40ml/h

2022/03/29 00:00 1. D 4Oml/h 2. 100mg+NSS 500ml 20ml/h
2022/03/30 00:00 1. D 20ml/h 2. 50mg+NSS 500ml 20ml/h
2022/03/31 00:00 D 20ml/h

2022/04/01 00:00 off

2022/03/24

2022/03/25 + NaCl 0.8g 1

2022/03/30

10mg

2022/03/31 20mg 15mg 5mg

2022/04/06 10mg

39

Na 116mEq/L 12_8ug/dl

Na 130mEq/L Na 120mEq/L

1._3ug/dl

23.0ug/
Na

462




ACTH 6.8 15.3ug/dl

CRH ACTH 38.8 41 _4pg/ml 8.5
10.5ug/dl
ACTH
CPK 1484621U/L
/
DSU
2022/06/13

463




08:30;

08:30; ;

2022/03/27
2022/03/27

(

CPK
(Na)

08:00;
08:00;

19042

80

COVID-19

BNT162B2

464




2022/04/03

2022/04/03

BNT162B2 /

DSU
ADEM

(2022/04/29) -

(2022/06/17) - /

465




19055

v2210000253 PMDA

2022/01/27 12:30 40 COVID-19 BNT162b2
FL1839 2022/04/30 3
40
2020/02/19
2020/02/27
EW4811 2021/07/31 12:30

2021/05/10 COVID-19
EY2173 2021/08/31 12:30
2021/05/31 COVID-19

2022/01/27
2022/01/28 148/62 mmHg 2022/01/27
2022/01/28
2022/01/27 12:30 2022/01/28 Bp80
2022/01/27 12:30 2022/01/28
VM
2022/01/27 12:52 2022/01/28 HR 54 /
108 7/ 2022/01/27 13:10
2022/01/28 Sp02  88%
2022/01/27 2022/01/28 1

(2022/01/27) 80

466




(2022/01/27) 115/74 mnHg 12:52 (2022/01/27) 113/75 mmHg

13:12  (2022/01/27) 148/62 mmHg VM
(2022/01/27) 36.5 (2022/01/27) 54
12:52 (2022/01/27) 82 /  13:12 (2022/01/27) 108
VM (2022/01/27) 98 % 12:52  (2022/01/27) 88
13:10 (2022/01/27) 98 % 13:12 (1L ) (2022/01/27) 99 %

W AL )

2022/01/27 12:30 5
Bp 80 12:48 500 mL
0.1% 1 mg/mL 0.3 mL 12:52
10 mg 0.5 A Bp 115/74 mmHg HR 54 /
SP02  98% 13:10 SPO2  88%
1L/ 13:12 Bp 113/75 mmHg HR 82 / SP02 98% 1L
VM Bp 148/62 mmHg HR 108 7/ SP02 99%
1L 10 mg 0.5 A
-P 25 mg
500 mL
500 mL
2022/01/27 2022/01/28 BNT162b2
2021/05/10 12:30 CovID 4
CcovID 4

467




DSU

108 7/

2022/01/28

2022/01/28

2022/07/17

54 / 108 7/
2022/01/27 12:52
54 / 108 7/

HR 54 / 108 7/

HR 54 /

2022/01/27 12:52

468




19072

v2210000299 v2210001156
v2210001156 PMDA

2021/06/21 82 COVID-19
EY5422 2021/08/31
40
4
2
/

Pfizer-BioNTech COVID-19

Pfizer-BioNTech COVID-19

25 1T

2021/05/31 COVID-19
EY2173 2021/08/31

v2210000299 PMDA

BNT162B2

SARS-CoV2

PMDA

469




2021/12/06 /

2021/12/06
2021712
2021712 /
2022/01/21
2
2021/12/10 2022/04/17 128
2022/03/01 2022/04/17
47
2022/03/14 X 1 (2022/03/01)
2022/03/01 +++ : 2022/01/21 Pt family ope
2022/04/07 6.2

2021/12/06
2021/12/06
2021/12/06
2021/12/10 2021/12/23

470




2021/12

2021/12

2022/01/21 PEG

ope

2022/01/21

2022/03/01

2022/03/01

ADL

2022/03/01

2022/03/01

Sacral pain

BPSD

Pt

Pt

family

family

471




2022/03/01 2022/04/17

2022/03/14

2022/03/28

control

2022/03/01 +++

40
25 1T

2022/04/11 Pt

DSU

2022/05/11

VF

2022/04/07

HbAlc

6.2

472




2022/06/07

2210001156

PMDA

473




19082

PMDA v2210000543

2021/09/29 15 10

FHO151

2021/09/29

2021/10/11 13:00

2021/10/11

98/79

2021/10/13

NSAIDs

COVID-19

2022/03/31 15

BNT162B2

2021/10/12

37

2021/12/02

ST

474




2022/03/24 57 / T

COVID-19

/
2021/10/12
2021/10/11
2021/10/12
2021/10/12 251U/L
D- 2021/10/12 0.13 0.5
2021/10/13
2021/10/12
2021/10/12

HR 37

475




2022/04/28

2022/06/24

BNT162b2

476




19084

PMDA 12210000395 PMDA

2021/09/10 79 COVID-19
FG0978 2022/02/28
79
1gA 2016/04
2009/07/27
2009/05/21
2015/07/17
2016/05/20
2021/07/16

2021/08/20 COVID-19
2021/10/31 1

2021/11/03

2021/11/05

BNT162b2
0.3 ml

/
2007/03/19
2010

FF4204

2022/01/21

477




2021/12/14 2022/01/21

2021/12/14 2022/01/21

2022/01/07

2022/01/08 K

Blood creatinine 2021/09/24 1.68 ;2021712704 1.9;  2022/01/07

2.5; 2022/01/21 1.97

Blood potassium 2021/09/24 5.1; 2021/12/04 4.9; 2022/01/07 6;
2022/01/08 ; 2022/01/21 5.3

2021/11/05 ; 2021/12/03 ; 2022/01/07 96/53

2021/12/14

Glomerular filtration rate 2021/709/24 31; 2021/12/04 27.8; 2022/01/07 20;
2022/01/21 26

BMP 2021/12/04 394.4;

N-terminal prohormone brain natriuretic peptide 2021/09/24 607

Protein urine 2021/09/24 3+; 2021/12/04 4+; 2022/01/07 2+

2021/12/14 ;

478




2021/09/24

2021/11/05

2021/12/03

2021/12/14

2021/12/21

2022/01/07

2022/01/08

2022/01/22

2022/01/28

2021

2021/12

5mg
96/53 5mg
40mg
1 40mg 1

2016/04  1gA

10mg

30mg

479




2022/06/13

2

2010/10/21

2015/07/17

80mg
2021/07/16
2007/03/19
2009/05/21

1gA

1 2 3

BNT162b2 /
2022/04/29
2022/06/13

3
40mg
100mg
2016/05/20
2010/10/21
2010/10/21
2009/07/27
2010
Cre

5mg

2016/04

480




19

80mg

1gA

2010

COVID-

481




19089

C4591006

2021/12/27 52 CovID-19
FL1839 2022/04/30
0.3ml 52
2010/04/12
2010/04/12
2021/07/12
2021/02/24 51 COVID-19
EP2163 2021/05/31
2021/03/17 51 COVID-19
0.3ml EP2163 2021/05/31
2021/10/29 52

BNT162b2
3

0.3ml

482




2022/01/24

2022/02/05
2022/01/24, 2022/02/05
13
GAD ( 5.0) (2022/01/24) 634, = U/mL 5.0
(2022/01/21) 355 mg/dL;
(1.8-12.2)  (2022/01/24) 3.7 pu/mL
(2021/12) 4+  (2022/01/24) 4+ “)

HbAlc (4.9-6.0) (2021/06) 6.1 %; (2022/01/24) 11.6 %
CPR (0.61-2.09)  (2022/01/24) 0.72 ng/nL

(2022/01/24) 2+ -

2021/06 HbAlc 6.1

2021

2021/12 4+

2021/12

2022/01

2022/01/20 4+

2022/01/21 355mg/dL

483




2022/01/24

2022/01/24
2 28 2 6
COVID-19 (SARS-CoV-2)
COVID-19
2 6 2 12
COVID-19 (SARS-CoV-2) COVID-19
1
2

484




BNT162b2

2022/04/12

C4591006

2022/01/21 2022/01/24 2021/06

BNT162b2 3

13

2022/04/20

485




C4591006

2022/01/24

2022/06/30

C4591006

2022/06/30

C4591006

486




19131

2022/02/15 70 COVID-19 BNT162b2

FK0595 2022/05/31
3 70
2
2009/05/09
2010/02/19
2015/02/17

2021/05/27 1

EY0779 2021/08/31

2021/06/17 2
EY0779 2021/08/31

4

2022/02/18 (2022) GOT278 GPT499

GTP281

GOT278 GPT499 WGTP281

Alanine aminotransferase (5-45): (2022/02/18) 499 1U/1; Aspartate aminotransferase
(10-40): (2022/02/18) 278 1U/1; Blood alkaline phosphatase (36-113): (2022/02/18)

487




223 1U/1; Blood lactate dehydrogenase (115-245): (2022/02/18) 435 1U/1; Blood test:

(2022/02/18)
281 1U/1

2022/02/17

2022/02/15

2022/02/17

2022/02/18

2022/02/21

2022/02/18

2022/02/28

; Gamma-glutamyltransferase ( 75): (2022/02/18)

BNT162b2

488




2022/06/01

2009/05/09

2010/09/19

2009/09/09
2010/02/19

489




19168

Intracranial aneurysm rupture within three days after receiving mRNA

anti-COVID-19 vaccination

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

75 covid-19 BNT162b2 BNT162B2
3
Acom  MCA Blood creatinine: 0.53
mg/dl, Blood fibrinogen: 420 mg/dl, : 15
SAH cistern C-reactive protein:
0.24mg/1, Haemoglobin: 12.3 g/dl SAH  fluid attenuated
inversion
10 47 266x10M9/L

490




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,
DO1:10.25259/SN1_1144 2021.

19173

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

44 COVID-19 2 BNT162B2 BNT162B2 /

BNT162B2 1 COVID-19

491




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

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,
DO1:10.25259/SN1_1144 2021

492




19194

"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

72 COVID-19 BNT162b2 BNT162b2 /
1
3 BNT162b2
mRNA COVID-19 3
1C-Pcom 15
11
Modified Rankin score O 24
BNT162b2 3
15
11
1C-Pcom

493




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

494




19210

"Constrictive pericarditis following mRNA COVID-19 vaccination in a patient with
systemic sclerosis”, Journal of Cardiology Cases, 2022; pgs:1-4,

DO1:10.1016/] - jccase.2022.03.014

2021/07 59 COVID-19 BNT162b2 /
1
6 mg
2021/07/16
5 2021/10/15
Auscultation: notes: Blood creatine
phosphokinase: (2021/07/16) ; Blood creatine phosphokinase ( 248): 77
1U/1; Blood pressure measurement: 123/83 mmHg;

495




; Blood test: 11.6g/dL , , hotes:

77U/L( 248U/L): C-
3.4mg/dL, 108 pg/mL; Body temperature:
36.7 ; 37.6 ; Brain natriuretic peptide: 108 pg/mL;
Cardiothoracic ratio: 57 %; 61 %; Chest X-ray:
, (CTR) 57% 6 1 ;
notes: CTR 61 % ; (2021/07/16) ;
Computerised tomogram thorax: (2021/07/16) , hotes:
; C : ; (2021/07/16) 3.36 mg/dl, notes:
; 3.4 mg/dl; Echocardiogram: E ,
notes: 65 cm/ , A 91/ , E 152 m/ ; ; 12 cm/
E , 5.4 cn/ E 25 mm ;
M , hotes:
; E , hotes: ;
E , hotes:
; , notes:
; 2021/07/16 , hotes:
; LV ,hotes:
8cm LV 36mm
22 mm 62%
; , hotes: 1 ;
, hotes: ; , hotes:
8 mm ; : 62%;
R , hotes: ; QRS
2021/07/16 V2-4 R , hotes:
;Haemoglobin: 11.6 g/dl; Heart rate: 123, notes:
beats/minute; Heart sounds: , hotes:
; Imaging procedure: ; KL-6: 568
1U/ml, notes: 1 ; Physical examination
123/83 mm Hg, notes: 123 / ; Thyroid function test: ;
Weight:
202177
BNT162b2
2022/06/06 2022/06/09 1CU
BNT162b2

496




BioNTechCOVID-19

MR

2021/07/16

2021/07/15

2022/06/17

2021/07/16

2022/07/05

- Data Capture Aid

CK-MB T
/
/ /
/
37.6
2021/07/16

I ESR

V2-4

497




CK

CRP

CT

2021/07/16

498




19219

v2210001287 (PMDA)

2022/03/19 17:40

2022/03/18 3+ 3+

2022/03/17 15:00 3

2022/03/17 15:00 48 CovID-19 BNT162b2
FN9605 2022/08/31 0.3ml
48 7
1
COVID-19 CovID-19 1
COVID-19 CovID-19 2
2022/03/18
2022/03/18

48

499




48

2022/03/19

2022/03/23

48

2022/06/18

2022/03/18

2022/03/18

2022/03/18

2022/03/19 17:40

7
bnt162b2
7
1
1
3 ; 3
; 2022/03/19
2022/03/19 +++ 17:40; 2022/03/19

3+ 3+

+++

BNT162b2

17:40;

500




BNT162b2

2022/06/18 3

2022/06/20

BNT162b2 /

2022/06/22

01 02

202200617465

PV202200006141
202200617465

501




Stimulated Report 02

Field Force Measureable supplier other

BNT162b2

502




19233

2022/03/28 78
FR4768

2021/06/30 covid-19
2021/09/30

2021/07/28 covid-19
2021/09/30

covid-19
2022/08/31

2022/03/30

2022/03/30

2022/03/30

2022/03/30

2022/03/30

12210000429 PMDA

BNT162b2
0.3 ml

FC5947

FC9880

78

503




2022/03/30

CSF
93 mg/dL

CSF
105/uL

(2022/04/05) 105/uL

(2022/04/05) 51 mg/dL;

2022/03/30

2022/04/05

88/ul 17/ul
(2022/04/05)
(2022/04/05) 93 mg/dL,

504




MRI  (2022/04/05)

78
2022/03/28 COVID-19
3 0.3ml
2022/03/30 2
2022/04/05 2022/04/25
2022/05/26

2022/03/28 COVID-19

2022/03/30

bnt162b2

2022/04/25

505




NT162b2

2022/05/04

2022/06/13

MRI

bnt162b2

506




MRI1
CSF CSF
C4591006
19291
53 BNT162b2
2021/02/19 1 0.3ml / 2021/03/12 2
0.3ml / 2021712 3 0.3ml

53

507




2022/01/30 2022/02/09

2022/01/30 37
2022/02/01
BNT162b2
BNT162b2 /
2022/06/07

€4591006

508




19303

v2210000684 PMDA

2022/04/11 15:26 69 2

2004

2021/06/23  14:00

FY5420
2021/07/14  15:00

FC3661
COVID-19 COVID-19

2022/04/11 16

2022/04/13

2022/04/1

CK 2085

COVID-19 BNT162b2
FN2723

COVID-19 BNT162b2
2021/08/31

COVID-19 BNT162b2
2021/09/30

:00 2022

2022/04/13 14:00 ;

3 14:00

2022/04/15

2022/07/31 69

38.0

3

509




2022/04/15 40 150 20851U/L

2022/04/11 36.0 ; 2022/04/11 38.0

16:00 ;

3300
9000 102001U/L

2022/04/11 15:00 16:00 38.0

2022/04/13 14:00

2022/04/15 CK 2085

CK

BNT162b2

510




2022/05/12

2022/06/17

mL

1U/L

511




19304

C4591006

23
2021/02/24 1 0.3ml
0.3ml /

/
2022/03/07

2022/03/06 3

2022/03/07 3

2022/03/17 3

BNT162b2

/ 2021/03/17 2

2021/12/13 3

22
2022/03/17
2022/03/07
2 22
2 23
3 4

0.3ml

512




BNT162b2

BNT162b2 /

2021/06/07

€4591006
C4591006
39 covid-19 BNT162b2
2021/02/25 15:00 1 0.3ml EP2163 2021/05/31
19309 2021/03/18 15:00 2 0.3ml EP2163
2021/ 05/31 38
COVID-19 2022/02/21
2022/03/03 COVID-19

COVID-19

513




SARS-CoV-2 2022/02/21 ; 2022/05/03

SARS-CoV2
ECMO
COVID-19
/
SARS-CoV2 SARS-CoV2 10
SARS-CoV2
COVID-19

BNT162b2

514




2022/05/12 BNT162B2

PFIZER-BIONTECH COVID-19 VACCINE

EP2163
NTM
CAPA
2022/05/12
2022/05/31
€4591006
PCR
€4591006
19321
24 COVID-19 BNT162b2
1 2021/02/24 0.3mL
2021/03/17 0.3mL / 3
2021/12/13 0.3mL / 24

515




COVID-19 2022/02/10

2022/02/19 COVID-19
SARS-CoV-2 2022/02/10
COVID-19 BNT162b2

2022/02/10 COVID-19
PCR

2022/02/11

COVID-19

2022/06/07 C4591006

516




19361

2021/02/22 54
BNT162b2
2021/05/31

2021/03/15 2 0.3ml

2021/12/14 3

2022/02/16

€4591006

1 0.3ml

EP2163

0.3ml

EP2163

2021/05/31

54

(2022/02/25)

517




2022/02/16

2022/02/15

2022/02/16

2022/03/16
2022/03/16

)

(2022/02/25)
2022/03/11 ; 2022/03/16 ;

2022/02/16 ; 2022/03/16 . 2022/02/16

2022/02/25

BNT162b2
Icu ECMO(
2022/03/16
2022/03/16 2022/03/25

518




2022/05/12

NTM

BNT162b2

-CoV-2

28 2 6

BNT162b2

BNT162b2

EP2163

CAPA

519




2022/04/28

2022/04/28
C4591006
2022/03/11
PCR/LAMP 2022/03/16 1 2
BNT162b2 /
2022/05/12
2022/06/07
C4591006
BNT162b2 /

2022/03/16

520




19365

v2210000740

2022/02/19 17:30 72
/

COVID-19

COVID-19

CovID-19
72 3

COVID-19

COVID-19

2022/02/22

2022/02/22

BNT162b2

PMDA

521




47

2022/02/22

2022/02/27

2022/03/07

2022/04/23

2022/03/07

2022/04/23

522




2022/05/02 2 11

2022/03/07
BNT162b2
bnt162b2 1
bnt162b2 2
2022/02/19 17:30 bnt162b2
/
4
2
2022/02/10

2022/04/23

2022/02/10

523




10

2022/02/22

2022/02/19

2022/02/22

2022/02/27

1988707

2022/03/07 65mg/dL
45
2022/03/07 6
3
/2022/03/07 2022/04/23
2022/04/08
/ /

15

524




2022/03/04

2022/03/07
cranial nerves n.p muscle power MMT 4 MMT 4+ Reflex U/E
( )np ( ), L/E ( ) hyperreflexia sensory dysesthesia (distal
dominant) standing, possible ALT(GPT) 29 H ( ) LD (IFCC) 279 H(
) CPK 236 H( ) 212 H( ) 2/3 65
70
COVID-19
2
2022/03/12
14fr
ADL
2022/04/08
2022/04/09
2022/04/23
2022/05/13
2022/06/27
/
LLT 1 COVID-19
1
(2022/04/08)

525




19368

2022/05/02

36

2021/02/22 14:00

2021/05/31

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

€4591006

35

0.3ml

0.3ml

BNT162b2

EP2163

EP2163

526




2022/03/02

2022/03/12 COVID-19
2022/03/01
2022/03/02
2022/03/02  2022/03/11 36
2022/03/11
2022/03/02 36 2022/03/02 2022/03/11
2021/05/25 2022/03/02
ECMO
COVID-19

527




SARS-CoV2 SARS-CoV2
10 PCR
SARS-CoV2
COVID-19
2022/05/12 BNT162b2 EP2163
/
6
PR ID

PR ID 5741000

PFIZER -BIONTECH COVID-19

EP2163

NTM
CAPA

BNT162b2

528




2022/05/12

Invalid

2022/06/24

C4591006

14:00

529




19385

v2210000991 PMDA

2022/04/07 16:30 53 COVID-19
BNT162B2 / 53
COVID-19 1
COVID-19 COVID-19 2
2022/04/11
2022/04/11
2022/04/15
2022/04/21

2022/04/21

2022/04/21

2022/04/21 2022/04/30 9

COVID-19

2022/04/11

2022/04/21

530




53 8

2022/04/11
2022/04/15
2022/04/21
2022/04/30
2022/04/11
2022/04/21
/
BNT162B2 /

BNT162B2

531




2022/06/13

19393

v2210000744 PMDA

2022/04/11 56 10
3

60

2022/04/17 14:00

56

BNT162b2

532




2022/04/17

BNT162B2
BNT162b2 /
2022/06/16
2021/12 C BNT162b2
/
19397

2022/02

2022/02

BNT162b2 /

533




(2022/06/13) -

19398

PMDA v2210000768
2022/03/17 14:30 65 4 covid-19
BNT162b2 FN2723
2022/07/31 65
30 30
4 5
1
2
CovID 4
3
1 2
2021/07/05 CovID-19 1 BNT162b2

65

534




2021/07/26 COVID-19 2 BNT162b2

2022/03/18

2022/03/18 07:00

2022/03/18 07:00

2022/03/18 07:00

2022/03/18
07:00
2022/04/08
/
2022/05/14
2022

535




2021/05/06

2021/04/08
MRI

MRI

2022/04/08

MIR

2022/05/14

2022/03/18
BNT162b2

BNT162b2

536




INR aPTT

MRV

TTS

2022/03/17

2022/05/14

BNT162b2

36.1

MRA

MIR

CcT

V/Q

537




2022/05/23

2022/05/23

2022/06/08

FN2773

FN2723

538




19406

14

DLST

BNT162b2

539




2022/06/16

19416

v2210000795 PMDA

2021/07/24
BNT162b2

78

78
FF0843
2

9

CovID-19
2021/10/31

540




2021/07/03

EW0203 2021/09/30
COVID-19
CovID 4
2
2021/08/24
2021/08/24
2021/08/24 CRP 10.91
C-
2021/08/24 WBC 17600
2021/08/24
2021/08/31 7
2021/08/24
0.00-0.3 2021/08/24 10.91
9100 2021/08/24 17600

0.00 0.3
3500 9100
2021/08/24
; C-
; 3500-

541




Ccmz

2021/08/24

BNT162b2
2021/08/31

LVFX
mRNA
2021/08/24

LVFX

2021/08/31

2021/08/24-31

Mz

542




2022/06/08

19422

40

0.3ml

COVID-19

BNT162b2

543




5 /11 1
40
BNT162b2 /
2022/06/24
v2210000824 PMDA
2022/02/12 13:50 74 COVID-19 3
BNT162B2 / 74
COVID-19 2020/04 2020/04/17 2020/07/17
19426
2021/07 ;
2020/04/17 2020/07/17 CovID-19
COVID-19
COVID-19

544




100

2021/07
COVID-19 1 COVID-19
COVID-19 2 COVID-19
2022/02/13 37.8 /
2022/02/14 01:00
2022/02/14 01:00
2022/02/14 01:00
2022/02/14 03:13
2022/02/14 04:27
2022/02/14 04:27
2022/02/14 04:27
RCA #2

545




2022/02/14 04:27

2022/02/14 04:27
Ml

LMT

75%

2022/02/14 RCA #2
LMT 95%

LAD #7 75%
Ml

2022/02/14

2022/02/14

2022/02/13 37.8

2022/02/14

SARS-Cov-2 2022/02/14

2022/02/14

2022/02/14

oMl

95%

LAD #7

100%

oMl

546




Oom1

RCA #2
RCA #2
RCA #2 100%
LAD #7 75%
95%
2020/04/17 2020/07/17
2020/04 COVID-19
2021/07
2022/02/14 04:27 2
#2

CovID-19

2022/02/14 01:00

2022/02/14 02:33

Ml

100%
LMT

LAD #7

CovID

BNT162b2

95%
LMT
75%

COVID-19
3

RCA

547




2022/02/14 02:42
vF 1

2022/02/14 03:13

2022/02/14 04:27

2022/02/12 3

2022/02/13

2022/02/14 01:00

CPAQA

2022/02/14

INR aPTT
/ 2

2022/02/14 /

V/Q

Img x 3

SARS-CoV-2

37.8

Vf

D 25.9ug/ml

CcT
MRV MRA

548




1 2022/01/11

LMT 95% LAD #7 75%
37.8 /
BNT162b2
BNT162b2 /
2022/05/30
1 2
COVID-19
/
SARS-CoV-2
2022/06/20

549




INR aPTT

COVID-19

550




19428

v2210000782

2021/08/21 54 5

FF0843 2021/10/31
CovVID 4
2
2021/08/22
2021/08/22
2021/08/25 :
2021/11/14
2021/11/14
/
(2022) /

BNT162b2

2022/01/06

PMDA

551




2022/01/06

2022/04/10 94 ;
19 ;
2021/11/30
/
2021/08/22 25
2

-4(AQP4)
2021/11/14 2021/11/30
2021/12/17

2022/01/06

2022

552




2022/01/06

Thl T2
AQP4 23.6u/ml
2022/01/31
ADL
2022/04/10
2021/09/10 0-2.9
2022/01/06 0-2.9

BNT162b2

1.5U/ml

23.6U/ml

Thil

NMOSD

553




2021/08/22

bnt162b2
2021/08/25
bnt162b2
2021/11/14
19
bnt162b2
2022/01/06
bnt162b2
/
PMDA 2022/01
2021/12
NMOSD
NMOSD
/ /
/

554




2022/01/06

2022/07/04

2022/07/06

0-2.9

23.6U/ml

0-2.9

23.6U/ml

2021/09/10

2022/01/06

19429

70

BNT162b2

0.3ml

555




BNT162b2

BNT162b2 /

2022/05/18

BNT162b2 /

2022/06/24

0.3ml

202200702160
202200702160

1

202200708564

556




19434

v2210000797

2021/07/20 17:17 68 CovID-19
FF0843 2021/10/31
68

FA7812
10:18

2021/12/27

2021/12/27

2021/07/20 36.1

PMDA

BNT162b2

2015/10/30

2021/09/30
2021/06/29 COVID-19

557




2021/12/27

2022/02/25

CovID

2015/10/30

2021/12/27

2022/06/08

bnt162b2

BNT162b2

558




4-5

2022/06/08

RMH-

AE/PT-

RMH

559




19436

v2210000802
2022/05/06 17:15 12 CovID-19 BNT162b2
FM7534 2022/10/31
2019/04
M2
SRP 1
2020/03/22
2020/04/01 ;
2020/04/01 ;
2020/04/02
1 FF2782 2021/11/30
2021/08/28 COVID-19
2 FF2018 2022/03/31
2021/09/18 COVID-19
2022/05/07
2022/05/07
2022/05/07
2022/05/07 ;

PMDA

560




2022/05/07 01:00

2022/05/07 01:00 /

2022/05/07 01:00

2022/05/07 01:00

2022/05/06 2022/05/20 14
2022/05/07
2021/05/07
/

Activated partial thromboplastin time: ( ) 31.7
seconds, : ; Activated partial thromboplastin time ratio: ( )
70 %, : ; Alanine aminotransferase: ( ) 29 1U/1,

; Amylase: ( ) 50 1U/1, : ; Anion gap: ( ) 10.7,
: VBG; 1 (2022/05/07) negative,

; 4 1 (2022/05/16) negative; Antithrombin 111 (84-128):
(2022/05/08) 66 %, AT ; Aspartate aminotransferase: ( ) 31
/1, : ; Base excess: ( ) (-)0.7, : VBG; ( )
(-)1.1, : VBG; Blood albumin: ( ) 4.6 g/dl, : ; Blood
alkaline phosphatase: ( ) 357, : o ¢ ) 1014,

; Blood bicarbonate: ( ) 23.5, VBG; ( ) 23.6, VBG;
Blood bilirubin: ( ) 0.78 mg/dl, : o ¢ ) 0.3 mg/dl,
: VBG; Blood calcium: ( ) 8.7 mg/dl, : ; Blood chloride: (
) 92 mEg/1, : o ¢ ) 95 mEg/I, : VBG; Blood
cholinesterase: ( ) 333 1U/1, : ; Blood creatine
phosphokinase: ( ) 297 1U/1, : ; Blood creatinine: ( )

561




0.44 mg/dl, : ; Blood glucose: ( ) 91 mg/dl, : o ¢
) 333 mg/dl, ;i ( ) 122 mg/dl, : ; Blood
glucose: ( ) 122, : VBG; Blood immunoglobulin A: ( ) 82 mg/dl,

; Blood immunoglobulin G: ( ) 632 mg/dl, : ; Blood
immunoglobulin M: ( ) 81 mg/dl, : ; Blood lactate dehydrogenase:
( ) 296, : ; Blood lactic acid: ( ) 1.5, . VBG;
Blood magnesium: ( ) 1.4 mg/dl, : ; Blood methaemoglobin: (

) 0.6, VBG; Blood phosphorus: ( ) 4.8 mg/dl,
Blood potassium: ( ) 3.6 mEg/I, : o ¢ ) 3.4 mEg/I,
VBG; BP: ( ) 104/56 mmHg, : ; Blood sodium: ( ) 129
mEg/1, : ¢ ) 130 mEg/I, : VBG; (2022/05/09) normal;
Blood test: (2022/05/07) CRP ; Blood thyroid stimulating hormone: (
) 1.81 microU/ml, : ; Blood urea: ( ) 14.5 mg/dl,
; Blood uric acid: ( ) 6.5 mg/dl, ; = ¢ )
37.0 -40.0, ; (2022/05/06) 35.6 ;
(2022/05/07) 38.0 ; = ¢ ) ; Calcium ionised:
( ) 1.09; Carbon dioxide: ( ) 20.8, VBG; Carboxyhaemoglobin:
( ) 1.0, VBG; Coagulation test: ( ) 1.45,
2022/05/07 20 JCS 20 ; (
) 2-10-20 , ; Complement factor C3: ( ) 108 mg/dl,
; Complement factor C4: ( ) 30 mg/dl, ;

2022/05/07 ; (

CT
CT
MRV: (2022/05/13) ; C-reactive protein: ( )
2.71 mg/dl, : ; (2022/05/07) ; (2022/05/08)12.44 ;
(2022/05/09) ; (2022/05/11) ; CSF cell count (0-5): (2022/05/07) 1;
CSF glucose: ( ) 57 mg/dl; ( ) 57 mg/dl; CSF protein: ( ) 21
mg/dl; CSF test: ( ) 114 mEqg/l; EEG: ( )
6-7 Hz F1 2—-4Hz C3 P3 01 1.5-3Hz
;. 2022/05/07
1.5 - 3 Hz ; 1 (2022/05/09) ; (2022/05/11)
; Fibrin D dimer: ( ) 10.8 <1.0
(2022/05/07) 1.8 microg/mL; (2022/05/08) 10.8 microg/mL ; (2022/05/09)
o ¢ ) 1.8 ug/mL, ; Gamma-glutamyltransferase: ( )
23 1U/1, ; Haematocrit: ( ) 45.1, VBG; Haematocrit:
( ) 42.6 %, ; Haemoglobin (Hb): ( ) 14.7, VBG; (
) 8.5, VBG; Hb: ( ) 14.4 g/dl, ; Heart rate: ( )
80/min, ; o ¢ ) , ; spinal fluid
sugar/blood sugar: ( ) 0.62, ( 91 mg/dl); Lipase: (

562




) 36, ; MRI: (2022/05/09)

; (2022/05/13) ; Mean cell
haemoglobin (MCH): ( ) 29.6 pg, ; MCH concentration: ( )
33.8 %, ; Mean cell volume: ( ) 88fl, ; N-terminal
prohormone brain natriuretic peptide: ( ) 1301 pg/mL,

Oxygen saturation: ( ) 8.3, VBG; ( ) 89.9, VBG; (
) 91.4, VBG; Oxygen saturation: ( ) 100 %, room air.

; PCO2: ( ) 36.9, VBG; pH body fluid: ( ) 7.412, VBG;
Platelet count: ( ) 24.8X10"4/ul, ; PO2: (unspecified date) 25.1,
VBG; ( ) 59.0, VBG; Procalcitonin: ( ) 3.50 ng/ml,

; Protein total: ( ) 6.5 g/dl, ; Prothrombin time:
( ) 17.1 seconds, ; Prothrombin time ratio: ( ) 57 %,

; Red blood cell count: ( ) 486X10™M/ul, ; Respiratory
rate: ( ) 28/min, ; SARS-CoV-2 antibody test (normal low
range <0.8): (2022/05/07)> 250 U/mL; Thyroxine free: ( ) 1.5 ng/dL,

; Total complement activity test: ( ) 56U/ml, ; Tri-
iodothyronine free: ( ) 3.4 pg/mL, ; Troponin T (0-0.014):
( ) 0.047ng/ml, ; (2022/05/07) 0.047mg/ml; White blood cell
count: ( ) 6790/ul, ; (2022/05/09)

12 9

2022/05/07 01:00 7 45

2022/05/10 4

2022/05/06

05/07 01:00
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CT

CovID

CRP

JCS

2022/05/07

2020/03/22

2020/04/01

20

BNT162b2

564




2
2020/04/02
2019/04
M2 SRP 1
2022/05/09 MRI
AT3
2022/05/06
05/07 1 38.0
JCS 2-10 20
3mm/3mm
CT
CT
CT

2020/04/01

400mg
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EEG 6-7 Hz

1.5 - 3 Hz
Na
MTX MTX
MTX BBB
PRES
6000U =133 U/kg

05708

1000 mg/day for 3 days

45g=1g/kg q8h 450mg =10 mg/|
2000mg =44.4 mg/kg q
=10 mg/kg 3
4500mg  100mg/kg 3
CRP12.44 mg/dL
CTX PT APTT D-dimer
66 %
2 Hz
2022/05/09 Na
2022/05/10

F1 2-4Hz C3 P3 01
PCT WBC
MTX  BBB
300mg D-
kg @8h
6h 450mg
200mg =4.4 mg/kg 3
450mg  10mg/kg
10.8 microg/mL AT 3
GCS E4V5M6
JCS 1-1
CRP D-dimer
Na
Film Array
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2022/05/11

2022/05/13 CTX

2022/05/15

2022/05/16 PF4

2022/05/17

2022/05/20

2022/05/20

2022/06/02

2022/05/07

2022/05/06

PSL 4 mg TTS

8 -9 Hz

CRP

PF4

MRI

MRV

567




2020/04/01

2020/04/01

2020/04/01
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19437

PMDA v2210000823 PMDA

2022/05/01 10:00 19 4 COVID-19
FN9605 2022/11/30 3
2022/01/26

COVID-19 CovID-19 1
3004495 2021/07 COVID-19
COVID-19 CovID-19 2
3004733 CovID-19

2022/05/01

2022/05/01

2022/05/01

2022/05/04
2022/05/04
2022/05/04

BNT162b2
19

COVID-19

569




2022/05/04

2022/05/04

2022/05/04

2022/05/04 04:30

2022/05/04 05:01

2022/05/04 05:01

VF
2022/05/09
2022/05/09
2022/05/09
8
: (2022/05/04) :
(2022/05/04) : : (2022/05/04) :
(2022/05/04) : : (2022/05/04) : (59-
248): (2022/05/04) 51383 1U/1, : : MB
(0.0-5.0): (2022/05/04) 1817 ng/ml, : : : (2022/05/06) ,
1 2 set ( ); : (2022/05/04) ; (2022/05/06)
, : ; X
(2022/02/14) : : (2022/05/09)
, : ; 1 (2022/02/14) : C-
: (2022/05/04) 5.64 mg/dl, : : : (2022/05/04)
( );
; (2022/05/04) ; (2022/05/04) ,
(
Q );
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a o ); D
(2022/05/04) 11.3 ug/nl, : ; : (2022/05/02) 98 %,

; : (2022/05/04) ; (2022/05/09) ;
(2022/05/04) 431.7 ng/ml, : ; I (0.0-30.0): (2022/05/04)
431746 pg/mL

2022/05/11

2022/05/01 10 00 COVID-19 BNT162b2
3
CovID-19
CovID 4

2022/05/02 2022/05/03
2022/05/02 2022/05/03
0D 2022/05/02 2022/05/03
2022/05/02
2022/05/03
COVID-19 2022/01/26

2022/05/04 04:30 2 18 30

2022/05/01 10:00

2022/05/02 Sp02 98
2022/03
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2022/05/04  04:30

V5 DC
CPR
PCPS ICU
/
2022/05/04
I 2022/05/04 431.7ng/ml
CK 2022/05/04 51.383u/L
CK-MB  2022/05/04 1816u/L
C- CRP 2022/05/04 5.64mg/dL
D- 2022/05/04 11.3ug/ml
T CRP ESR 1
2022/05/04
2022/05/04
2022/05/04

LTS
V5
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2022/05/09

2021/07

CT

2022/01/26 COVID-19

2022/02/14 COVID-19

CcT
2022/03
2022/05/01 COVID-19 3
2022/05/04 04:30
VF
ICU CAG

ICU
2022/05/05 2022/05/07
ANCA  C-ANCA COVID-19 PCR
2022/05/09 CcT
2022/05/11

2022/05/04 04:30

2022/05/04 05:01
VF
ROSC
2022/05/04 05:29

VA-ECMO-1ABP

COVID-19 1 2
X
DC
VF storm VA-ECMO
VA-ECMO
TT™
P-

2022/05/04 04:47

LTS

ICU
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T™
COVID-19 PCR
ANCA
2022/05/11 18:23

2022/05/11

2022/05/11 10

8 BNT162b2

2022/06/07

2022/08/31 2022/11/30

574




575
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v2210000816 PMDA

2022/02/15 69

/
COVID-19 COVID-19
COVID-19 COVID-19

2022/02/15

2022/02/16

COVID-19

69

5-10

BNT162b2

576




2022/03/09

2022/03/09

BNT162b2

o77




2022/06/17
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19442

76 2021/08 COVID-19

/
/
2021/04/24
COVID-19 2021/02/28
2021/07 COVID-19
2021/09
2021/09

2021/03/10;

579




2022/01/12

/
X 2022/02/01
SARS-CoV-2
N 2.7AU/ml
(2021) 1 2
2
2021 9
2021 2

2022/02/01

2022/01/31

SARS-CoV2

2022

S 49600u/ml

2021
1

7

SARS-CoV2

1gG

580




covid-19
2021/02/28 2021/03/10 COVID-19
2021/07 2021/08 SARS-CoV-2
2021709
2022/01/12

2022/01/12 2022/01/19

2022/02/01
SARS-CoV2
ECMO
/ / / / /
SARS-CoV2
COVID-19

covid-19

581




BNT162b2

2022/06/06

COVID-19

COVID-19
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19444

v2210000796 PMDA

2021/07/06 17:00 79

2

79

CovID 4

11

EW0203

CovID-19
2021/09/30

2016/08/09

2016/08/09

2016/08/09

2016/08/09

2016/08/09

BNT162b2

583




2016/08/09

COVID-19 EY0779
2021/08/31 10:00
2021/06/15

2022/03 (2022)

2022/03 COVID-19 2 8

2022/03 2
2022/05/11

2022/04/21

2 8 2022/03

5/11

mRNA

mRNA

2021/07/06 36.2

2022/03
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BNT162b2

2022/05/23

2022/06/08
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2022/06/06 2022/06/08
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19446

PMDA v2210001749
2021/08/23 14:00 37 COVID-19 BNT162b2
/ 37
2011/10 27
2021/08/04
27
33

1
2021/08/23 19:00
2021/08/23 19:00 2021/11/30

25mg

2021/11/30

587




2021/08/23 19:00
2021/11/30

2021/08/23 19:00
2021/11/30

2021/08/23 19:00

2021/08/23 19:00
2021/11/30

2021/08/24
2021/11/30 PRES

2021/08/24
/ 9 /ul

2021/08/25
2021/11/30

2021/08/25

2021/11/30

2021/08/29

2021/08/29

2021/08/29

2021/11/30

) 2021/11/30

2021/11/30

2021/11/30

2021/11/30 /

D-dimer 11.2pag/ml
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PRES

ADAMTS13

; (2021) ;

2021/08/26 21.3

IVig
2021/08/26

(2021)

. 2021/08/04

(2021) 340000/mm3

2021/08/26
(202

2021/08/26 2021/09/03 8
(2021) ; GAD 3
2021/08/26 27.3 ( IVlg
3 ; (2021) ;
( Vig ;
3 ; (2021) ; 2021/08/26 70.6 (
; 3 ; (2021)
33.6 ( IVig ;
; G
; (2021) 70.8 ng/10M;  2021/08/26 70.8 (
); 2021/08/23 36.3
(2021) 11.2ug/ml ; (2021) 10
2021/08/26 12.0; ( ;
; ; (2021)
; (2021) 10
; 2021/08/24 PRES
; ; (2021) 90000/mm3 :
10 ; 2021/08/24 90000/mm3 ;SARS-CoV-2
; (2021)
D
4

589




2021/08/24 PRES

BNT162b2

20
2021/09/11
2021/08/24
20
2021/08/31
2021/08/23
1
2021/08/25 1IVig 2021/08/26
MRI
TTS
12.0
2021/08/23 19:00 /
25mg

2021/08

2021/08/26

1Vig

IVig

590




90000/l D-dimer 11.2pag/ml

MR
MRV PRES
3 TTS) 1Vlg
PAlIgG  70.8ng/10M ADAMTS13
GAD SSA TPO
1IVlg IVlg 1g/kg/ 2
7
PRES 10 340000/pa1  D-
dimer MRI
3 PA-1gG GAD SSA TPO
1Vlg
2021/11/30
2021/08/26 2021/09/03
BNT162B2
PRES 1Vlg
PF4
BNT162b2 /
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2022/05/18

BNT162b2 /
2022/06/08
/ / / /
2022/06/21
PMDA v2210001749
2021/11/30

2021/08/23 19:00
2021/08/29

2021/08/25

592
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19448

v2210000793
2022/04/26 19:05 34 CovID-19 BNT162b2
FT9319 2022/12/31 3
34
2021/06

CPAP
COVID-19 1 COVID-19
COVID-19 2 COVID-19
2022/04/26 2022/04/28
2022/04/27 12:00 2022/04/28
9500 CRP 1.24
2022/04/27 12:00 2022/04/28
2022/04/27 12:00 2022/04/28
2022/04/27 12:00 2022/04/28 40

PMDA

WBC

594




2022/04/28 1

40
WBC 9500 CRP 1.24
2022/04/27 12:00 1
2022/04/27 1
2022/04/28 2
2022/04/27 12:00 40

WBC 9500 CRP 1.24

CT

2022/04/28

40
WBC 9500 CRP 1.24

2022/04/27

BNT162b2

2022/04/27  2022/05/02

2022/04/28

2022/04/28

2022/04/27

595




2022/04/27 Xp

2022/04/27

2022/04/27 12:00 /
2

2022/04/28

Activated partial thromboplastin time (24.0-40.0): (2022/04/28) 25.5 seconds;
(2022/05/02) 24.8 seconds; Alanine aminotransferase (4-44): (2022/04/27) 95 1U/1,

: H; (2022/05/02) 173 1U/1, > H; Aspartate aminotransferase (8-38):
(2022/04/27) 30 1U/1; (2022/05/02) 49 1U/1, : H; Basophil count (0.4-1.4):
(2022/04/27) 0.3 %,  : L; (2022/05/02) 0.8 %; Blood albumin (3.9-4.9):
(2022/04/27) 5.1 g/dl, : H; Blood alkaline phosphatase (33-113):
(2022/04/27) :78 1U/1; (2022/05/02) 90 1U/1; Blood alkaline phosphatase (100-340):
(2022/04/27) ; (2022/05/02) ; Blood bilirubin (0.2-1.2):
(2022/04/27) 1.0 mg/dl; (2022/05/02) 1.0 mg/dl; Blood calcium (8.6-10.6):
(2022/04/27) 9.5 mg/dl; Blood chloride (97-108): (2022/04/27) 102 meg/1;
(2022/05/02) 104 mEqg/l1; Blood creatine phosphokinase (62-287): (2022/04/27) 95
1U/1; (2022/05/02) 109 1U/I; Blood creatinine (0.60-1.10): (2022/04/27) 0.91 mg/dl;
(2022/05/02) 0.89 mg/dl; Blood glucose (70-110): (2022/04/27) 110 mg/dl; Blood
lactate dehydrogenase (106-211): (2022/04/27) ; (2022/05/02) ;
Blood lactate dehydrogenase (125-220): (2022/04/27) 205 1U/1; (2022/05/02) 265
/1, > H; Blood potassium (3.5-5.1): (2022/04/27) 3.8 mEq/1; (2022/05/02) 4.5
mEq/1; Blood sodium (135-149): (2022/04/27) 137 mEq/1; (2022/05/02) 140 mEg/1;
Blood urea (8.0-20.0): (2022/04/27) 11.2 mg/dl; (2022/05/02) 11.4 mg/dl; Body
temperature: (2022/04/27) 40 Centigrade; Brain natriuretic peptide ( 18.5):
(2022/04/27) under 5.8, : : 18.5 ; Chest X-ray: (2022/04/27)

; Coagulation test (0.70-1.33): (2022/04/27) 0.97; (2022/05/02) 0.91;

Computerised tomogram head: (2022/04/27) ; C-reactive protein:

(2022/04/27) 1.24, : ; C-reactive protein (

30): (2022/04/27) 1.24 mg/dl, : 1 0.30 H; (2022/05/02) 0.32 mg/dl,
: H; Electrocardiogram: (2022/04/27) ; Eosinophil count (0.8-5.8):

596




(2022/04/27) 0.1 %,  : L; (2022/05/02) 3.3 %; Fibrin D dimer ( 1.0):
(2022/04/27) 0.7 ug/ml, 1.0 ; (2022/05/02) 0.7 ug/ml; Gamma-
glutamyltransferase (4-73): (2022/04/27) 127 1U/1, : H; (2022/05/02) 215 1U/1,
: H; Glomerular filtration rate: (2022/04/27) 78; (2022/05/02) 80; Glycosylated
haemoglobin (4.6-6.2): (2022/04/27) 5.3 %; Haematocrit (41.3-52.1): (2022/04/27)
44 %; (2022/05/02) 47 %; Haemoglobin (13.3-16.6): (2022/04/27) 16.0 g/dl;
(2022/05/02) 16.5 g/dl; Haemolysis: (2022/04/27) (-); (2022/04/27) (-); APTT-
Control: (2022/04/27) 30.0 seconds; (2022/05/02) 30.0 seconds; Chyle: (2022/04/27)
(-); (2022/04727) (-); (2022/04/27) (-), - 1(-); (2022/04/27) 13.0
seconds; (2022/05/02) 13.0 seconds; Jaundice: (2022/04/27) (-); (2022/05/02) (-);
Lymphocyte count (24.0-48.4): (2022/04/27) 12.3 %, : L; (2022/05/02) 44.6 %;
Mean cell haemoglobin (27.5-34.0): (2022/04/27) 30 pg; (2022/05/02) 30 pg; Mean

cell haemoglobin concentration (30.7-35.1): (2022/04/27) 36 g/dl, T H;
(2022/05/02) 35 g/dl; Mean cell volume (86.1-101.9): (2022/04/27) 83, o fL; L;
(2022/05/02) 85, : fL; L; Monocyte count (4.8-10.1): (2022/04/27) 5.3 %;
(2022/05/02) 4.2 %,  : L; Neutrophil count (39.6-67.0): (2022/04/27) 82.0 %,

H; (2022/05/02) 47.1 %; Platelet count (17.2-35.9): (2022/04/27) 22.1,

x10"4/u; (2022/05/02) 24.6, : x10™M/u; Procalcitonin ( 0.5):
(2022/04/27) 0.04 ng/ml, : : 0.5 ; Protein total (6.7-8.3):
(2022/04/27) 7.6 g/dl; Prothrombin level ( 70): (2022/04/27) 106 %,

: 70 ; (2022/05/02) 120 %; Prothrombin time (9.0-13.0): (2022/04/27) 12.5
seconds; (2022/05/02) 12.2 seconds; Red blood cell count (429-570): (2022/04/27)

529, : x10M/u; (2022/05/02) 555, : x10”M/u; White blood cell count (35.8-
81.5): (2022/04/27) 9500, : ; (2022/04/27) 95,
: x1072/u; H; (2022/05/02) 62, o x1072/u
2022/05/20
2022/06/03
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2022/05/02

2022/04/27
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19452

v2210000821 PMDA

2022/05/07 10:00 15 4

4
/

COVID-19 COVID-19

COVID-19 COVID-19

2022/05/03

2022/05/07 3

2022/05/10 02:30

ER

CK Tnl

2022/05/10

COVID-19

FN9607

BNT162b2

2022/11/30

aVF

V4-6

BNT162b2

ST

15

599




2022/05/10

2022/05/10 I 2.5223ng/mL
CRP 1.69mg/dL D-

2022/05/10

2022/05/10

2022/05/10

2022/05/10

2022/05/10 I 2.5223ng/mL
CRP 1.69mg/dL D-

CK 718.1U/L
BNP 33.5pg/mL

48% EF 48%
ST T
CK 718.1U7L

BNP 33.5pg/mL

CK-MB 43.1U/L

CK-MB 43.1U/L
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2022/05/10

MRI CcT

2022/05/10

2022/05/10

2022/05/10
avR ST

2022/05/10 ;

2022/05/10 718.1uL

MB 2022/05/10 43.1uL

2022/05/07 36.4 ;

2022/05/10 33.5pg/mL;

X 2022/05/10 ;

C 2022/05/10 1.69mg/dl 1.69mg/dL

2022/05/10 48%

/718.1U/L

43.1

ST
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2022/05/10 48% EF 48% ;

2022/05/10 ST / I 11l avF V4-6 ST
/ST T 7/ ST avR
ST ;
2022/05/10 ;
| 2022/05/10 2.5223ng/ml /2.5223ng/mL
184 15
15 4 184 15 4

184
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19455

10 BNT162b2
2021/10/16 10:20 2 FF3622 2022/02/28
2022/05/07 10:12 FR4768
2022/11/30 13 14
4
2
2021/09/18 09:24 bnt162b2
FF0843 2022/01/31 2021/09/18
2021/10/16 2022/05/10

2021/10/16 2021/10/17

603




2022/05/07 2022/05/10

BNT162b2 /

2022/06/06
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19456

: v2210001066
2022/02/10 12 COVID-19
) 2
COVID-19 ( 1
2022/02/11
2022/02/11

CT: (2022/02/28)

2022/02/11
1

2022/02/24

2022/02/28

BNT162b2 (

CT

1 2022/01/19

PMDA

605




BNT162b2

2022/06/24

606




19477

v2210001134 PMDA

2022/04/08 10:00 71 CovID-19
71 3

COVID-19 COVID-19

COVID-19 COVID-19 2

2022/04/09 01:00

2022/04/09 01:00

71 10

BNT162b2

2022/04/09

607




2022/04/17

BNT162b2

2022/05/20

2022/06/20

BNT162b2

71

608




19481

2022/05/07 16

COVID-19

2022/05/07

2022/05/09

2022/05

37

2022/05/09

COVID-19
/
COVID-19
37
COVID-19
(2022)
2 37
37

BNT162B2
16

COVID-19
37

37

(2022) 95

37

95

2022/05/07

609




BNT162B2 /

2022/06/24

19485

v2210000829

2022/05/11 17:00 32 9
FM9281

:2021/10/15 COVID-19

12021/11/06 COVID-19

PMDA

covid-19 BNT162b2
2022/10/31 32
1
. FK8562 2022/04/30 ;
coviD-19 2

610




2022/05/11
(

2022/05/11

2022/05/11

2022/05/11

2022/05/11 17:10

2022/05/12

2022/05/11 17:10

2022/05/11 17:10
/ (

2022/05/11 17:10
/

2022/05/11 17:10
/

2022/05/11 17:35

)/

1 (2022/05/11)

(2022/05/11)

37.1

) ( :2022/05/12)
( :2022/05/12);
( :2022/05/12)
) ( :2022/05/12)
2022/05/12
2022/05/12
2022/05/12
37.6-38
2022/05/11 2022/05/12
1 18:20; i ( ) ;
; (2022/05/11) 37.6-38;

611




2022/05/11 17:10(

(
SPO2
) 37.6-38
PEG
Cov2
2022/05/12 )

0 )
2022/05/12
2022/05/11 2022/05/12 BNT162b2
18:20
18:30
( )
2022/05/11 17:35( 10
(PEG)
covID 4
-BioNTech COVID-19 SARS-
-BioNTech COVID-19
(2022/05/11
BNT162b2
BNT162b2

BNT162b2

612




1 (2022/05/23)

1 (2022/07/04)

613




19489

v2210001132 v2210001568 PMDA
v2210001568

2022/05/07 11:00 13 COVID-19
FN2716 2022/10/31
13

CovID 4

COVID-19 1
COVID-19

COVID-19 2
COVID-19

2022/05/07 19:00

2022/05/07 19:00

2022/05/07 19:00

2022/05/08

2022/05/11

2022

v2210001132
BNT162b2
3
EY0572
FG0978
/

PMDA

614




2022/05/11

2022/05/11 CRP28
2022/05/12 2022/06/04
2022/05
2022/05/11 2022/05/31 20 2022/05/31
20 20
/ /
CRP28
1 ( ) 18 (IL-18)
SJIA
(2022/05/11)
( )

(2022/05/07) 37.0

(2022/05/08) 39 39

(2022/05/09) 39 39

(2022/05/10) 39-40 39-40
2022/05/11

615




2022/05/11 CRP 29.0 mg/dl 0.00 0.14

112000ul 158000ul 348000ul
FDP 6.7ug/ml 5
D 5_0ug/ml 1.0
757 mg/dl 150 350

COVID-19 PCR

2022/05/11

BNT162b2

2022/05/07 3

2022/05/07 19:00

19:00

2022/05/08 39

20

616




2022/05/09 39
2022/05/10 39-40
2022/05/11 CRP 28
CT MRI
PET-CT
sJIA
2022/05/15 8
sJIA ; 2022/05/11
2022/05/07 37.0
39 ; 2022/05/09 39
39-40 39 40 ;
2022/05/11

2022/05/11 28

2022/05/11

18

39

1L-18

2022/05/08

39
2022/05/10

617




2022/05/11

18 1IL-18
sJIA

2022/05/07

05/08

05/11 39

MRI

BNT162b2

618




05/12

100000/ pL

IL-18 SJIA
COVID-19

2022/05/24

2022/06/08

PMDA
v2210001568

2022/06/13

619




620




19493

v2210000836 (PMDA)

2022/02/22 71 4 COVID-19 BNT162B2
FM3289 2022/05/31 71
2022/02/22 36.0
2012

2

1 2021/06/17 COVID-19

2 2021/07/08 COVID-19

4

2022/02/22 18:00

2022/04/10 47
2022/04/18
2022/04/18 55

4

621




2022/02/22 3

2022/03/10 10kg
CcT
GIF:NP T3 T4 TSH BS 118 AlC 6.2%

1 2022/03/11 2022/03/24

2022/04/10

2022/04/10 2022/04/18

2022/06/06

2022/03/11 2022/03/24

10 1 7/ 53 /
1A/

2022/03/10 1

2022/04/09

10mg/

CT

CcT

BNT162B2

1.65

622




2022/05/24

2022/06/06

623




19496

12210001074

2022/02/27 82

40 =42

PMDA

624




2022/02/27 2022/03/01

2022/02/27 2022/03/01

2022/02/27 6.0mEg/L; 2022/02/28 4.6mEg/L

2022/02/27 90 90-99

2022/02/27 125mEq/L; 2022/02/28 129mEg/L

2022/02/27 3
90-99
1/2A
5
125mEq/L 6.0mEq/L 1500ml/day 1A
2022/02/28 129mEq/L 4_6mEq/L
2022/03/01 3

625




COVID-19

2022/06/20

19499

v2210001133 PMDA

2022/04/15 10:00 58
/

2022/04/25 18:00

2022/04/25 18:00

BNT162B2
58

626




2022/04/25 18:00

10

GQ1b

2022/05/15

BNT162b2 /

2022/06/20

BNT162B2

627




:v2210000879(PMDA)
2021/08/02 59 covid-19 BNT162b2(
2 59 )
Covid-19 Q@ ) COVID-19
2021/08/02 ( )
2021/08/02 ( )
19500 ’
2021/08/02 ( )
2021/08/02 ( )
2021/12/24 MRIZ
2021/12/24 : F
2021/12/24
2021/08/02

628




2021/12/24

2022/01/21

BNT162b2

MRI

30

2022/06/24

629




19501

(169431)
2021/10/15 12 COVID-19 BNT162b2

/ 2021/11/05 2

12

CovID 4

2

COVID-19
2

SARS-CoV-2 test: (2022/02)

12

2022/02

40

630




SARS-CoV-2

SARS-CoV-2

SARS-CoV-2

ECMO

COVID-19

SARS-CoV-2

SARS-CoV-2

COVID-19

COVID-19

2022/06/06

631




19503

2022/02/22 59 CovID-19
3
1 COvID-19
2 COvID-19
2022/05/17

BNT162b2

632




2022/2/22

2022/06/17

05/17

2022/06/17

2022/06/22

633




19507

2022/01/06 28

2021/04/06

2022/02/02

2022/02/20

PMDA

COVID-19

2022/01/31

2022/02/02

2022/02/02

v2210001026

COVID-19
0.3mL 3

2 CMT

2022/02/20

2022/02/20
2022/02/02

BNT162b2 /
28
1 CMT
2021/04/29 CovID-19
2022/02/20 38
2022/02/02
2022/02/20
18
2022/02/20 18

634




2022/02/02

2022/02/02

CK 2022/02/02 269 1U/1

CK-MB 2022/02/02 44 1U/1

2022/02/14 T

2022/01/31 38 2022/02/02 38

CRP 2022/02/02 1.11mg/dl

2022/02/02 48%
2022/03/02
EF 68
2022/02/02
120/ 10/
D 2022/02/02 2.0 ug/ml
MRI 2022/02/21 2022/02/02
2022/02/02
SARS-CoV-2 2022/01/31

T 2022/02/02 0.899 ng/ml

635




2022/02/02

20

2022/01/31

2022/02/02

2022/02/02

2022/02/14

2022/01/31

2022/02/02

38

38

PMDA

PCR

T

PMDA
0.899ng/ml
1000mg 3

BNT162b2

636




2022/04/06 1 bnt162b2

2022/04/29 2 bnt162b2
2022/01/06 3 bnt162b2
COVID-19
3
4
2
/
2022/01/31 PCR
2022/02/02 T 0.899 ng/mL CK-MB 44 1U/L

2022/02/02 MRI

2022/02/02

2022/02/02 /

637




BNT162b2 /

2022/05/27

1 2
/ /
/
/ /7 / )
BNT162b2 /
2022/06/13
1 2

SARS-CoV-2

3

638




19515

2022/04/20 18:30 26 COVID-19
0.3ml FN2723

COVID-19
2021/08/20  COVID-19

BNT162b2
2022/07/31

COVID-19
2021/09/10 COVID-19

2022/04/21 2022/04/28
2022/04/22) CK
2022/04/22 37.5
C 2022/04/22 4.88 2022/04/25 1
2022/04/25
2022/04/22 VI-VIII ST 2022/04/25
X 2022/04/22
2022/04/22

2022/04/22 9100

639




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

Comirnaty

2022/05/19

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

640




2022/04/21

2022/04/21

2022/04/21

CK

CK-MB

MRI

BNT162b2

CRP ESR(1

CcT

)

BNT162b2

D-

641




2022/05/19

BNT162B2

BNT162b2 /

2022/06/09

BNT162b2 /

2022/06/15

CK X

2022/04/20 00:00 2022/04/20 18:30

/
2022/04/21 2022/04/28

2022/04/22

CRP  4.86 4.88

Lot #
/ 2022/04/22 2022/04/25

CRP

XX

642




WBC

CRP

CK

643




19517

84
/
2022/02/06 3

2022/05/17

2022/02/26

SARS-CoV-2

2022/02/06

2022/02/25

2022/02/26

COVID-19

2022/03/22

COVID-19
Covid

37.8 ;

2022/02/26

COVID-19

2022/03/22

2022/03/21 37.3-37.7

; 2022/03/22

644




37.8

PCR

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

PCR

2022/05/17

Covid

2022/06/27

645




19520

: v2210000873

2022/04/20 10:00 27 7 COVID-19
3 ( ) - FT8584

COVID-19 CovID-19 (¢
; COVID-19 COVID-19 (
1 2

2022/04/22 ( )

2022/04/22 «C ) :

2022/04/22 (

2022/04/22 ( )

2022/04/27 ( )

PMDA

BNT162b2(

12022/08/31 27

18000

646




2022/04/22 AM. (

2022704727 ( 7
( )
2
2022/04/27
1 2022/04/27)
18000

1 (2022/04/20) 36.3

: (2022/04/27) 18000

: 18000

18000

BNT162b2

647




CovID

2022/05/27

2022/06/10

648




19521

v2210000891

2022/04/28 52

2015/01/09

2016/09/14

2018

2014

PMDA

BNT162b2 3
52
2015 ;
2015 ;
2017 ;
2020 ;

[ALISMA ORIENTALE TUBER;ATRACTYLODES SPP. RHIZOME;CINNAMOMUM CASSIA

BARK; POLYPORUS UMBELLATUS SCLEROTIUM;PORIA COCOS SCLEROTIUM]

2022/04/12

649




1

2
2022/04/29 ;
2022/04/29 2022 5 ;
2022/05/13 ;
2022/05/13

2022/05/13 2022/05/19 6
2022/05/13
2022/05/12

2022/05/12
Alanine aminotransferase (5-42): (2022/05/12) 36 U/L  Aspartate
aminotransferase (5-40): (2022/05/12) 33 U/L Blood albumin (4.1-5.1):

(2022/05/12) 4.2 g/dl Blood bilirubin (0.2-1.0): (2022/05/12) 0.4 mg/dl Blood

chloride (98-108): (2022/05/12) 102 mkg/l Blood cholesterol (130-220):

(2022/05/12) 196 mg/dl Blood creatinine (0.40-0.80): (2022/05/12) 0.75 mg/dl

650




Blood potassium (3.6-5.0): (2022/05/12) 3.1 mEg/l Blood sodium (136-
148): (2022/05/12) 137 mEq/1 Blood triglycerides (30-149): (2022/05/12) 134
mg/dl Blood urea (8.0-20.0): (2022/05/12) 9.3 mg/dl Blood uric acid (2.6-7.0):

(2022/05/12) 7.8 mg/dl C-reactive protein (0.00-0.30): (2022/05/12) 0.36
mg/dl C-reactive protein: (2022/05/12) Positive Gamma-
glutamyltransferase (7-32): (2022/05/12) 38 u/L Glomerular

filtration rate: (2022/05/12) 63.2 Haematocrit (33.0-43.0): (2022/05/12) 45.7 %
Haemoglobin (11.0-15.2): (2022/05/12) 15.2 g/dl High density
lipoprotein (40-99): (2022/05/12) 55 mg/dl Low density lipoprotein (70-139):
(2022/05/12) 114 mg/dl Mean cell haemoglobin (27.0-34.0): (2022/05/12) 28.7
PG Mean cell haemoglobin concentration (30.5-36.0): (2022/05/12) 33.3
g/dl  Mean cell volume (80-101): (2022/05/12) 86 FL Platelet count
(14.0-34.0): (2022/05/12) 46.0 10,000/MC . Protein total (6.6-8.1):
(2022/05/12) 7.5 g/dl Red blood cell count (380-480): (2022/05/12) 530
10,000/MC White blood cell count (40-80): (2022/05/12) 163
100/MC

2022/04/29 1

2022/05/13

2022/04/28 3

2022/04/29

2022/05/04

2022/05/07

2022/05/12 1 20

2022/05/13

651




2022/04/29

2022/05/13-19

CovID 4

2022/05/13 bnt162b2

BNT162b2 /

652




2022/06/03

19524

v2210000905 PMDA

2021/10/03 46 CovID-19
1 /

46 0

46

COVID-19

653




2021/10/04 / /

2021/10/04 17:20 /
2021/10/04
2021/10/04
2021/10/04
/
2021/10/04 JCS
MMT 1
2021/10/11
2021/10/28
BNT162b2
2022/06/13

25

10

25

654




19525

v2210000902

2022/04/11 12:10 59

3

11:00

11:00

59

CovID-19 BNT162b2
FT8584 2022/08/31

FF2782 2021/11/30
2021/08/24 COVID-19

FF3620 2022/02/28
2021/09/14 COVID-19

PMDA

655




CovID 4

2
2022/04/12
2022/04/12
2022/04/11 36.6
2022/04/12 1
2022/04/18 7

656




2022/05/09 28

BNT162b2

2022/05/27

2022/06/06

657




19531

1v2210000904 (PMDA)

2021/09/24 80 1
2

2021/09/28 13:00 «C )

2021/09/28 13:00 «C )

2021/09/28 13:00

2021/09/28 13:00 «C )

2021/09/28 13:00

2021/09/28 13:00

2021/09/28 13:00

DIC
FDP D

covid-19
80 )
)
) CovID-19
38.9
)
FDP D
« )
( )
« )
(
38.9

BNT162b2(

:2021/09/28)

DIC

658




2021/09/28 : 38.9 ;

2021/09/28

2021/09/28

2021/09/28 : ;

2021/09/28

2021/09/28

38.9
DIC

DIC

2021/10/13

(2021709/28

DIC

BNT162b2 /

2022/06/27

FDP D

BNT162b2

659




19534

(169431).

2021/11/05 12 12
2 /

2021/10/15 COVID-19

2022 39 40

40

COVID-19

SARS-CoV-2

39

BNT162b2

39

2022

40

40

660




2022/06/06

2021/10/15 BNT162b2
1
2021/11/05 BNT162b2
2
CovID 4
2
SARS-CoV2
SARS-CoV2
SARS-CoV2
ECMO
COVID-19
SARS-CoV2 SARS-CoV2
/
SARS-CoV2

661




COVID-19

COVID-19

2022/06/06

662




19536

PMDA

v2210001193

2022/04/30 12:34 22

FR4768
22

2012

COVID-19

COVID-19

2022/04/30 12:40

2022/04/30 12:40

2022/04/30 12:40
41

2022/04/30 12:40

COVID-19 BNT162b2
2022/11/30 3
2012 2012
DT :
2012 2012 2012 DT
1 COVID-19
2 COVID-19
2022/05/01
2022/05/01
2022/05/01
2022/05/01

41

663




2022/04/30 95/60 12:44

2022/04/30 41

2022/04/30 13:40

2022/05/01

12:40

12:44 0.5mL

2022/04/30 12:34

2022/04/30 12:40

12:40

41

BNT162b2

BNT162b2

95/60

664




2012

2022/05/27

2022/06/10

0.5ml

DT

665




19537

: v2210000894

2022/05/02 18:00
( )

COVID-19

COVID-19

2022/05/03 (

2022/05/03 (

2022/05/03 (

2022/05/03 22:30

2022/05/03 22:30

2022/05/03 22:30

13

¢

(

C ) PMDA

COVID-19 BNT162b2(

: F18584 12022/11/30)

2-3

1 FJ5790)

: FK8562)

(2022/05/05) ;

(2022/05/05) ;

(2022/05/05) :

(2022/05/05) ;

(2022/05/05)

666




2022/05/03 22:30

2022/05/03 22:30

2022/05/03 22:30

2022/05/03 22:30

2022/05/04

1 2022/05/05

(

2022/05/05

(2022/05/05) ;

(2022/05/05)

(2022/05/05)

(

1 2022/05/04

667




: (2022/05/06) Ige  0.31( 1
; 1(2022/05/06) 7741U/ml
; 1(2022/05/04)120/76 :00:11;
1(2022/05/02) 36.5 ;(2022/05/04) 38.3 00:11;
2022/05/04 0; 1(2022/05/06) ; 1(2022/05/04)112  /
00:11; 1(2022/05/06) ; 1(2022/05/04)98%
:00:11; 2022/05/04 (
); 1(2022/05/04)20 / 00:11
CcovID 4
CovID 2
2022/05/02 18:00 (€] )
2
2022/05/03( )8:30 16:30 1 ( )
19:30
( )
22:30
0.3mg
2022/05/04

668




2022/05/05

2022/05/06
View39 igk 0.31 1
( )
1
Major
Minor
2 ( )
( )
AND AND ¢!
AND(1 (Minor) AND/OR(Minor)
3

669




) 2:

1.
JCS 0
2022/05/04 00:11 RR 20 / HR 112/ Sp02
98 38.3 BP( ) 120/76
2.
grade2 gradel gradel
grade3
/
/ ( ) (
)

670




2
grade 1
/
( : IgE ): 2022/05/06 IgE
:2022/05/06
:2022/05/06
View 39:2022/05/06 igE 0.31( 1)

Pfizer-BioNTech COVID-19

774 1U/ml

SARS-CoV2

671




Pfizer-BioNTech COVID-19

2022/06/06

672




2022/05/04

(¢

Major

673




19538

v2210000900

2021/09/08 53 7

FD0349

CcoviD

2021/09/09

2021/09/14

2021/09/14

2022/05/18

2021/09/14

2021/09/14

2021/09/14

2021/09/14

sIL2R

PMDA

COVID-19 BNT162b2 1
2021/10/31 53
1
4
2022/05/18 40
2022/05/18
2022/05/18 Hb
2022/05/18 PIt
2022/05/18 WBC
2022/05/18

674




17 ;
2021/10/01 17
WBC Hb
slIL2R 40
2021/09/09 40
2021/09/14 WBC Hb PIt
3509 slL2R 1308
2022/05/18
2021/09/14
2021/09/14
17
2021/09/14 ;

2021/09/14

2021/09/14

PIt

2021/10/01

3000 11.5 78000

2021/10/01

BNT162b2

675




1 (2021/09/09) 40 ;

2021/09/14 11.5;

(121-613)

(15.8-34.8):

(4-142)

2021/09/14 3000

BNT162b2

2022/05/31

2022/06/15

PIt sIL2R

2021/09/14 1308 1U/ml,

2021/09/14) 78000/mm3, notes: ;

2021/09/14) 3509 ng/ml, 5 ;

676




19539

v2210000922 PMDA

2022/05/17 62
3

CovVID-19

CovVID-19

COVID-19 BNT162b2
61

COVID-19

COVID-19 2

677




2022/05/20

2022/05/20

BNT162b2

BNT162b2 /

2022/06/13

2022/05/22

678




19541

v2210000903 (PMDA).

2022/05/18 16:45
BNT162B2

COVID-19

Pfizer-BioNTechCOVID-19

Pfizer-BioNTechCOVID-19

CovID 4

2021/10/15 11:30

SARS-CoV2

30
FM7534
30
36.6
29-30
COVID-19

2022/10/31 3

BNT162B2

679




FHO151 2022/03/31

2021/11/05 COVID-19

FH3023 2022/03/31

2021/11/15 11:40

2022/05/18 16:45

2022/05/18 16:45
2022/05/18

2022/05/18 16:45

2022/05/18 16:45

2022/05/18 16:55
144/100 150/98

BNT162B2
2

2022/05/18

2022/05/18

2022/05/18

2022/05/18 110/80 2022/05/18 150/98 5:05

144/100 4:55

2022/05/18 36.6

2022/05/18 4:55

2022/05/18 70 4:55

2022/05/18 100

5:05

2022/05/18
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2022/05/18 16:45

2022/05/18

4:45

4:45

2022/05/18 16:45

70

16:45

3L

EKG

1A

Major

16:51

1A
500

1A

16:40

16:55

Major

16:48
16:55

3
11
BP 144/100

BP 144/100

70

02
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5:05 150798 Sp02  100% 23
110/80

BNT162B2

1A

>3

2022/05/31

2022/06/06
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19542

€4591006

BNT162b2
2021/02/22 14:15 0. 3ml
2021/05/31 2021/03/15 13:45 2
EP2163 2020/05/31 COVID-19
24
2021/07/30 2021/07/30
2021/04/25
34 2022/01/30 2
2021/12
2021/12/20

0.3ml

EP2163
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2021/12/20 2

2022/05/17

€4591006

2021/12/20
2021/12/20 22009

NICU 1

BNT162b2

19589

3lcm
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2022/05/17

2022/04/12
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19546

:v2210000934(PMDA)
2021/05/26 13:30 87 COVID-19 BNT162b2(
:FA5829 :2021/08/31 1 )
/ ( );
( ( );
( )

2021/05/27 09:30

2021/05/27 11:00

2021/05/27 11:30 ( ) ;

2021/05/27 11:30 « ) /

2021/05/27 17:30 « ) /

2021/05/28 ( ) :

2021/05/28 ( ) :

2021/05/28 ( )
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2021/05/26 36.6 : ;

CT: 2021/05/27 ( )
CT:  2021/05/27 2021/05/28  S6
2021/06/19
/
2021/05/27 cT

2021/05/27 11:00

2021/05/28 CFPM 1g x 2

2021/05/27 17:30( )

2021/05/27 18:30

2021/05/28( )
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2021/05/28

2021/05/28

2021/05/28

2021/06/19 07:32

ADL

2021/05/28

CcT

CcT

S6

CFPM

1g 2
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BNT162b2

(2022/05/27) -

20

BNT162b2

20
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(2022/06/03) -

2027/05/28 17:30(
2021/05/27 17:30( )

2022/06/20
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19547

2022/01/09 40 COVID-19
/

COVID-19 COVID-19
COVID-19 2

2022/01/09

2022

2022

2022/02/04

2022/05/10

BNT162b2
40

Alanine aminotransferase (6-39) 2022/02/04 69

2022/05/10 18

28 ; 2022/05/10 109 1U/ml

: U/L; Anti-thyroid antibody:

; COVID-19

o U/L;
2022/05/10 14 1U/ml
16

692




; Aspartate aminotransferase (11-35) 2022/02/04 46
U/L; 2022/05/10 15 U/L; Band neutrophil percentage (0.5-6.5)

2022/02/04 3.0%; Basophil count (0.0-2.5) 2022/02/04 0.0%; 2022/05/10
0.6%; Blood alkaline phosphatase (38-113) 2022/02/04 46 - U/L;

2022/05/10 54 : U/L; Blood calcium (8.4-10.2) 2022/02/04 9.2
mg/dl; Blood chloride (98-108) 2022/02/04 106 meg/l; 2022/05/10 102 mEg/l;
Blood cholesterol (130-219) 2022/02/04 130 mg/dl; 2022/05/10 180 mg/dl; Blood
creatine phosphokinase (45-163) 2022/02/04 50 u/L; Blood
creatinine (0.47-0.79) 2022/02/04 0.41 mg/dl ;

2022/05/10 0.55 mg/dl; Blood glucose (70-109) 2022/02/04 102 mg/dl

70-109; 2022/05/10 92 mg/dl 70-109;
Blood lactate dehydrogenase (124-222) 2022/02/04 159 u/sL;
2022/05/10 135 U/L; Blood magnesium (1.9-2.5) 2022/02/04 2.0

mg/dl; Blood potassium (3.5-5.0) 2022/02/04 4.7 mEg/l; 2022/05/10 4.5 mEg/l;
Blood sodium (135-147) 2022/02/04 139 mEg/l; 2022/05/10 136 mEg/1; Blood
test 2022/02/04 ;. 2022/05/10 ; Blood thyroid stimulating
hormone (0.50-5.00) 2022/02/04 0.44 ulu/mL ;  2022/05/10
0.49 ulU/mL; Blood triglycerides (30-149) 2022/02/04 79 mg/dl; 2022/05/10 44
mg/dl; Blood urea (8.0-23.0) 2022/02/04 13.1 mg/dl; 2022/05/10 15.9 mg/dl;
Blood uric acid (2-3-7.0) 2022/02/04 2.6 mg/dl; 2022/05/10 4.7 mg/dl;

Cardiovascular evaluation 2022/02/04 1.7 2.9 ;
2022/05/10 1.1 2.9 ; C-reactive protein 2022/05/10 0.03
mg/dl 0.30 ; Eosinophil count (0.0-8.5) 2022/02/04 0.0 %;

2022/05/10 0.6 %; Gamma-glutamyltransferase 2022/02/04 13
33 U/L; 2022/05/10 14 33 U/L; Glomerular
filtration rate 2022/02/04 132.9 mL/ /1.73 m2; 2022/05/10 95.7
mL/ /1.73 m2; Glycosylated haemoglobin (4.6-6.2) 2022/02/04 5.4 %;
2022/05/10 5.2 %; Haematocrit (34.3-45.2) 2022/02/04 37.1 %; 2022/05/10
40.7 %; Haemoglobin (11.2-15.2) 2022/02/04 12.0 g/dl; 2022/05/10 12.8 g/dl;
Hepatitis B surface antibody 2022/05/10 ;Hepatitis B surface antigen
2022/05/10 ;High density lipoprotein (40-90) 2022/02/04 49 mg/dl;
2022/05/10 84 mg/dl; Lipaemic, Hemolytic, Coloration (L, H, I) 2022/02/04
Cloudiness:(-), Hemolysis:(-), Yellowness:(-);; 2022/05/10 Cloudiness:(-),
Hemolysis:(-), Yellowness:(-); Leucine aminopeptidase (35-70) 2022/02/04 46
U/L; 2022/05/10 55 U/L; Low density lipoprotein (70-139)
2022/02/04 62 mg/dl ; 2022/05/10 85 mg/dl; Lymphocyte
count (16.5-49.5) 2022/02/04 38.0 %; 2022/05/10 17.7 %; Mean cell haemoglobin
(26.4-34.3)  2022/02/04 28.2 pg; 2022/05/10 27.7 pg; Mean cell haemoglobin
concentration (31.3-36.1) 2022/02/04 32.3 g/dl; 2022/05/10 31.4 g/dl; Mean
cell volume (80-101) 2022/02/04 87 fL; 2022/05/10 88
fL; Monocyte count (2.0-10.0) 2022/02/04 17.0 % ;
2022/05/10 9.0 %; Neutrophil count (38.5-80.5) 2022/05/10 72.1 %; Neutrophil
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percentage (38.0-74.0) 2022/02/04 42.0 %; Platelet count (14.0-37.9)
2022/02/04 28.7; 2022/05/10 28.5; Protein total (6.5-8.2) 2022/02/04 6.4

g/dl ; 2022/05/10 6.9 g/dl; Red blood cell anisocytes
2022/02/04 ;Red blood cell count (376-516) 2022/02/04 426
(F)376-516x104/uL; 2022/05/10 462 (F)376-516x104/uL;
Thyroglobulin 2022/05/10 330.00 ng/ml 33.70

; Thyroid stimulating immunoglobulin 2022/05/10 35.0 1U/1
2.0 ; Thyroxine free (0.90-1.70) 2022/02/04 7.77 ng/dL
7.77 ; 2022/05/10 1.03 ng/dL; Tri-iodothyronine free
(2.30-4.00) 2022/02/04 27.50 pg/mL ; 2022/05/10 5.09
pg/mL ; White blood cell count (3500-9100) 2022/02/04
2200 /uL; 2022/05/10 3600 /uL

5mg3  x1

2022/05/10

2022/05/16
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34.3

Haematoc

rit 34.3-45.2

2022/06/20

Haematocrit

Ht

Haematocrit 34.4-45.2

34.4
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19555

PMDA v2210000908

2022/03/08 45
/

COVID-19

COVID-19

2022/03/09
2022/03/10

2022/03/09

2022/03/09 18:00
2022/03/10

2022/03/10

2022/03/09

2022/03/08

2022/03/09

COVID-19

COVID-19
3

COVID-19

COVID-19

38

38

38

COVID-19
45
2022/03/10
2022/03/09
2022/03/10
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18:00

2022/03/09
2022/03/09 38
X 2022/03/09
2022/03/09 2022/03/10
2022/03/09
2022/03/10
2022/03/09 2022/03/10
BNT162b2
COVID-19 - /
2022/06/13
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19556

A case of an elderly female who developed subacute pleuropericarditis following
BNT162b2 mRNA COVID-19 vaccination Journal Cardiology Cases, 2022;
DOI1:10.1016/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 IU/I, 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/l, notes: Units: U/L; Blood creatine
phosphokinase MB: 7 1U/1, 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/I, 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: Pericardial

effusion; 1.6 ug/ml, notes: Right pleural effusion; 2.2 ug/ml, notes: Left pleural
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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

A case of an elderly female who developed subacute pleuropericarditis following

BNT162b2 mRNA COVID-19 vaccination, Journal Cardiology Cases, 2022, DOI:
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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;
DOI1:10.1016/j . jccase.2022.04.020
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19559

C4591006

2021/02/22 52
1

2021/03/15 2

2021/12/13 3

2022/03/17

SARS-CoV-2

COVID-19

COVID-19 BNT162b2
EP2163 2021/05/31
EP2163 2021/05/31
/
COVID-19
COVID-19
(2022/03/17)
BNT162b2

51
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2022/06/03 €4591006

2022/06/27 €4591006

BLA EUA 3 2 1
BNT162b2 /

€4591006
2021/03/14 33
BNT162b2 EP2163 2021/05/31 0.3ml
19564
2 33
2020/12 ;

2020/05
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0.3ml 2021/02/21

2021/09/13

Biopsy kidney 2021/09/14

medical test 2020705

SARS-COV-2 test 2021/09/12

SARS-CoV-2 test  (2021)

EP2163
33

2021/09/13

2021/05/31

2021/11/20

2021/09/13 2021/09/20

703




2 28

SARS-CoV-2
2 6
2021/10/25

2021/09/13 2021/09/20

2021/11/08 2021/11/20

2022/06/27

2020/05

2020/06

2020/12

2021/09/13

2021/09/14

2021/09/20

30

12
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2021/11/08

2021/11/08

2021/11/15

2021/11/20

2021/11/10
2021/11/17

2022/06/27

7 25
8 6
2021/11/15

C4591006

2021/09/13

25

27

FU#1

705




19565

2021/02/24

2
2021/12/15

2022/01/11

2022/01/11

2022/01/11

2022/01/11

52

3

COVID-19

SARS-CoV-

200mg

2

covid-19

2 /

covid-19

10

EP2163
EP2163

PCR

1% 30mg 3 /

€4591006

BNT162b2 1
2021/05/31 2021/03/17
2021/05/31
52

COVID-19

COVID-19 /
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COovID-19
COVID-19

COVID-19

COVID-19 COVID-19 / BNT162b2

BNT162b2 /

2022/06/10

€4591006

2022/06/27

€4591006
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BNT162b2

BLA

EUA

19571

26

COVID-19

BNT162b2
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1 COVID-19

CMT

BNT162B2 /

(2022/07/04)

709




19573

v2210000963

2022/01/28 82 COVID-19 BNT162b2

FJ5929 2022/04/30

COVID-19 1
COVID-19 CovID-19 2

2022/02
2022/03/03
2022/03/10
( )
2022/04/08

2022 2
2022/03/03 34
2022/03/10 41

PMDA
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2022/03/11

2022/04/08

2022/06/13

(2022/05/31) -

(2022/06/13) -

42

70

BNT162b2
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19574

2022/05/17

v2210000920
2022/05/14 17
3
2021/09/19 COVID-19
FF2018 2022/03/31
2021/10/10 COVID-19
FF3620 2022/02/28
2022/05/15
2022/05/15
|
TroPl 1.839 ;
CK max
2022/05/17
2022/05/17

PMDA

COVID-19 BNT162b2
FM7534 2022/10/31 17
1

3
BNT162B2

1
BNT162B2

2

1

2022/05/17

713




ST 2022/05/17

2022/05/17

2022/05/17 02:00

ST

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
T ;

2022/05/18 ;

1 2022/05/17 1.839

2022/05/17 02:00 3

2022/05/17

2022/05/17

ST

ST

714




2022/05/14

2022/05/15

NSAID 2022/05/17 2:00

Il avF ST T

CK CK-MB I TroPl

CK CK-MB  max

2022/05/18
BNT162b2
2022/05/17
2022/05/17 V1-6T
/ 2022/05/17
2022/05/15

715




2022/05/17 I 1.839 ng/mL

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 VCG
2022/05/17 ST T
/

2022/05/15 2022/05/16 2022/05/16
2022/05/16
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2022/05/31

2022/06/07

17




19576

12210001154 PMDA 12210001265
PMDA 12210001265 PMDA

2022/05/15 14:03 42
BNT162B2
0.3mL 42

COVID-19
0.3mL COVID-19 COVID-19
0.3mL COVID-19

2022/05

2022/05/15

2022/05/15

2022/05/15

2022/05/15 14:25

2022/05/15 2022/05/16 1

PMDA

FT8584

COVID-19

157/92

12210001154

3
2022/11/30
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Blood pressure measurement: (2022/05/15) 157/92,
temperature: (2022/05/15) 36.2 Centigrade,
(2022/05/15) 0.31 mg/dL;
; Oxygen saturation: (2022/05/15) 98 %,
(2022/05/15) 10020, s : /uL

2022/05/15 14:03 COVID-19
15
14:25 /
15:34
16:25 5mg
16:39 0.5mg
157/92 Sat

1 (2022/05/15)

; Body
; C-reactive protein:

; White blood cell count:

16:07

98% 36.2

719




2022/05/15

2022/05/15

10020

CRP 2022/05/15 0.31mg/dL;WBC
/uL

2022/05/16 1

Blood pressure measurement: (2022/05/15) 157/92,

; Body temperature: (2022/05/15) 36.2 Centigrade, : ;

C-reactive protein: (2022/05/15) 0.31 mg/dL; Oxygen saturation: (2022/05/15) 98 %,

; White blood cell count: (2022/05/15) 10020, : : /uL

MRI 2022/05/15

2022/05/15 14:25
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2 BNT162b2

BNT162b2 /
(2022/05/24) PMDA( )
2210001265
202200733417 202200728383
202200733417
2

2022/06/06

MRI
LLT
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19578

C4591006

26 covid-19
2021702722 1
2021/03/15 2
2021/12/02 3
2022/04/30 26
COVID-19
2022/02/08 COVID-19

COVID-19

SARS-CoV-2

2022/01/28

COVID-19

BNT162b2
EP2163 2021/05/31
EP2163 2021/05/31
FJ5929
2021/11/01
2022/01/26

26

122




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
2 COVID-19
2 6 2
ICU
COVID-19 2022/01/26

24

25

26

PCR

COVID-19 SARS-CoV-

12

ECMO

BNT162b2

723




PFIZER-BIONTECH COVID-19

FJ5929
NTM
CAPA
covid-19 BNT162b2
2022/06/16 4591006
2022/06/23 4591006

2022/01/26

124




19579

v2210000942 PMDA

2021/06/15 81 7
BNT162b2 2 FA5829
2021/08/31 81

2017
2021/12/24

1 ER7449
2021/06/30

CovID 4

2021/06/17 2

2021/06/17 21:00

2021/06/15 36.3
2021/06/18
3L 10L 2.250gx 2
2021/06/18
2021/06/19 0.5gx 2
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2021/06/21

2021/06/23
2021/06/28
2021/06/28 11
BNT162b2
2022/06/06
2021/12/24 ;
2021/06/28 2.25g><

2021/06/18

2017
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19582

€4591006

2021/02/24 39 COVID-19 BNT162b2
EP2163 2021/05/31
2021/03/17 2 EP2163 2021/05/31
2021/12/13 3 / 39
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

27




COovID-19

COVID-19
CovID-19
2022/06/10 C4591006
2022/06/27 C4591006
BLA EUA
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19584

ID (169431)

2022/03/25 69
3
2021/07/09
2021/08/03
2
3
36.8

BNT162b2
/ 69

BNT162b2

BNT162b2

2022/03/25

729




36.8

BNT162b2

36.8

730




19586

2021/03/13 29 30
2 0.3ml

EP2163
2021/02/20 29

C4591006

COVID-19 BNT162b2

EP2163 2021/05/31

2021/10/18 30

2021/05/31 1

0.3ml CovID-19

2021/11/08 08:30 2021/11/09

2021/11/08

2021/11/08 2021/11/09

731




2021/11/08

08:54

09:45

2021/11/09

2021/11/08

2022/02/22

BNT162b2

28 24

732




COVID-19 SARS-CoV-2 COVID-19

2 24 52
COVID-19 SARS-CoV-2 COVID-19
2021/12/15 30 BNT162b2 3 FL1839

2022/04/30 0.3ml

2022/06/27 C4591006
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19588

2022/05/14 47

CovID 4

COVID-19 1
COVID-19

2022/05/14

2022/05/15

2022/05/16

2022/05/17

X 2022/05/17

COVID-19 BNT162b2
0.3ml

COVID-19
COVID-19

2022/05/18

2022/05/18

47
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2022/05/14
1

2022/05/14

2022/05/15

2022/05/16

2022/05/17

2022/05/18

BNT162b2

BNT162b2

0.3ml
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BNT162b2

2022/06/13

736




19589

v2210000940 PMDA

2021/07/26 14:30 19 7
2

2022/07/26 14:30 2

14:45 14:55
C 2A

COVID-19 BNT162b2
FC9880 2021/09/30 19 7
/ EW0203 2021/09/30
2021/07/05 COVID-19
) 1T ) 1T
C 2A ) 1T

PMDA

G) 17
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2021/07/27
BNT162b2
2
BNT162b2 /
2022/06/06

CcovID

738




19590

v2210000944 (PMDA)

2021/06/23 81 10

: EW0203 1 2021709730 1

2021/06/24 11:30
/ 84

2021/06/24 11:30 (

2021/06/24 11:30

2021/06/24 11:30 (

2021/06/24 11:30
)

2021/06/25 (06:30)

1 (2021/06/24) 84

covid-19 BNT162b2 (

1980

- 11:30;

) 81

2022/01/17

(2021/06/28)

(2021/06/25 06:30)

84

739




1 (2021/06/23) 36.5

1980 2022/01/17

2021/06/24 11:30

2021/06/28

2021/06/23 PM 1

2021/06/24 11:30

2T/2x1 37/3x1

3A 1000

2 COVID-19

BNT162b2
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/

2022/05/31

2022/06/06

2021/06/25 06:30

2021/06/28
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19592

v2210000935

2022/02/12 65 3
/

COVID-19

2022/02/12

2022/02/20

2022/02/12

CovID-19

COVID-19

BNT162b2

65 3

COVID-19

PMDA

742




2022/02/14

2022/02/18 X

SARS-CoV2 PCR

2022/02/19
21:00
36.6
126/
127/68mmHg  Sp02 92 10L
CRP C- 23mg/dL
Cre 9.30mg/dL
CT crazy paving pattern
BNP 789 pg / mL
I 1002 CK-MB MB
ST
ICU
2022/02/20

12
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BNT162b2

2022/02/20

2022/06/27

BNT162b2

COVID-19
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19593

€4591006

2021/02/22 24 COVID-19
EP2163 2021/05/31
24
2021/03/15 COVID-19 BNT162b2
2021/05/31
2021/12/17 COVID-19 BNT162b2
24 3
COVID-19
COVID-19
SARS-CoV-2 2022/03/15
2022/03/15 PCR
COVID-19
P1

BNT162b2

24

EP2163
2

2022/03/15
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COVID-19 BNT162b2

BNT162b2 /
2022/06/10 €4591006
2022/06/27 €4591006
BLA  EUA
3
BNT162b2 /
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19596

PMDA 1v2210001235

2021/08/31 14:00 53
2 FF4204

1971

1971

1971

/ 1971

2017/04

2017/04

BNT162b2
2021/10/31

1971

1971

47




FF -

#2 ;

FD0889 2021/09/30
13:55 2021/08/10 ;

2021/09/08 ;
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2021/09/08

2021/09/08 10:00 ;

2021/09/08 10:00 ;

2021/09/08 10:00 ;

2021/09/08 10:00 ;
2021/09/10
2021/09/10
2021/09/10
2021/09/14
/ ;

Activated partial thromboplastin time (25-38): (2021/09/10) 38.4 seconds,
; Adjusted calcium: (2021/09/08) 1.36 mmol/L; Alanine aminotransferase (10-42):
(2021/09/08) 32 1U/1; (2021/09/09) 26 1U/I; (2021/09/10) 24 1U/1; Albumin globulin

ratio (1.32-2.23): (2021/09/08) 0.6,
(2021/09/10) 0.6,

1 (2021/09/08) Staphylococcus aureus MRSA: A/S

MRSA: A/S
FOM 4, S; GM 8, R; IPM 1, R; LVFX
MUP 256, S; PCG 8, R; RFP 0.5, S;
aeruginosa(

2, S; CPFX 1, S; CZOP 16, R; DRPM

8, R; ABK 1,S; ABPC 8,R; CEZ 8,R; CLDM,0.5,R; DAP

: (2021/09/09) 0.6, : ;

; Anion gap: (2021/09/08) 12.0 mmol/L;

8, : Staphylococcus aureus
.25, S; EM 4, R;
4, R; LZzD 1, S; MINO 2, S; MPIPC 2, R;

ST 1, S; TEIC 2, S; VCM 1, S; Pseudomonas

): AMK 32, R; AZT 16, R; CAZ 16, R; CFPM 16, I; CL

8, R; FOM 16, R; GM 8, R; IPM 8, R; LVFX

0.5, S; MEPM 8, R; MINO 8, N; PIPC/T 64 I; PIPC 64, 1; SBT/CPZ 32, I; ST 2, N;
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TOB 8, R. Providencia stuartii: A/S 8, S; ABPC 16, I; AMK 4, S; AZT 4, S; CAZ
4, S; CCL 16, R; CEZ 16, R; CFPM 4, S; CFPN 1, S; CMZ 8, S; CTM 16, I; CTRX 1,
S; CTX 1, S; FMOX 8, S; FOM 16, R; GM 8, I; IPM 2, I; LVFX 4, I; MEPM 1, S;
MINO 8, R; PIPC/T 16, S; PIPC 8, S; SBT/CPZ 16, S; ST 2, S;

: P1: 1/3 ; Aspartate aminotransferase (13-30): (2021/09/08)
43 1U/1, : ; (2021/09/09) 33 1U/1, : ; (2021/09/10) 29 1U/1; Base
excess ( 2): (2021/09/08) 5.1 mmol/L, : ; Basophil percentage (0-

1.8): (2021/09/08) 0.6 %; (2021/09/09) 0.2 %; (2021/09/10) 0.3 %; Bilirubin urine:
(2021/09/08)  ; (2021/09/10)  ; Blood albumin (4.1-5.1): (2021/09/08) 2.4 g/dl,
; (2021/09/09) 2.1 g/dl, : ; (2021/09/10) 2.1 g/dl, : ;
Blood bicarbonate: (2021/09/08) 29.4 mmol/L; Blood bilirubin: (0.4-1.5):
(2021/09/09) 0.4 mg/dl; (2021/09/10) 0.4 mg/dl; Blood calcium (1.2-1.26):

(2021/09/08) 1.34 mmol/L, : ; Blood chloride (101-108): (2021/09/08) 90
mEg/1, : ; (2021/09/09) 92 mEg/I, : ; (2021/09/10) 93 mEg/1,

; Blood chloride (102-110): (2021/09/08) 89.4 mEg/l, : Blood gas;
Blood creatine phosphokinase (59-248): (2021/09/08) 10, : ; (2021/09/09)
17, : ; (2021/09/10) 20, : ; Blood creatinine (0.65-1.07):
(2021/09/08) 0.14 mg/dl, : ; (2021/09/09) 0.15 mg/dl, : ;
(2021/09/10) 0.14 mg/dl, : ; Blood fibrinogen (150-350): (2021/09/10) 668
mg/dl, : ; - (2021/09/08) 750.0, : Torr; Blood

glucose (3.3-7.8): (2021/09/08) 5.00 mmol/L; Blood lactate dehydrogenase (124-222):
(2021/09/08) 167 1U/1; (2021/09/09) 134 1U/1; (2021/09/10) 149 1U/1; Blood lactic
acid (0.4-1.8): (2021/09/08) 2.50 mmol/L, : ; Blood potassium (3.3-4.7):
(2021/09/08) 4.31 mEg/I, : ; Blood potassium (3.6-4.8): (2021/09/08)
4.3 mEqg/1; (2021/09/09) 3.6 mEg/l; (2021/09/10) 3.5 mEqg/I, : ; Blood sodium
(138-145): (2021/09/08) 128 mEg/I, : ; (2021/09/09) 129 mEg/1, : ;
(2021/09/10) 132 mEg/1, : ; Blood sodium (139-147): (2021/09/08) 130.8
mEg/1, : ; Blood urea (8-20): (2021/09/08) 18.5 mg/dl;
(2021/09/09) 12.2 mg/dl; (2021/09/10) 8.4 mg/dl; Blood uric acid (3.7-7.8):
(2021/09/08) 2.4 mg/dl, : ; (2021/709/09) 1.2 mg/dl, : ;
(2021/09/10) 1.0 mg/dl, : ; : (2021/08/31) 3.6

; Carbon dioxide: (2021/09/08) 30.8 mmol/L; C-reactive protein (0.00-0.14):
(2021/09/08) 34.4 mg/dl, : ; (2021/09/09) 31.9 mg/dl,
(2021/09/10) 33.3 mg/dl, : ; Eosinophil percentage (0-7.8):
(2021/09/08) 0.0 %; (2021/09/09) 0.1 %; (2021/09/10) 0.1 %; Fibrin D dimer (0-1):

(2021/09/10) 1.2 ug/ml, : ; Fibrin degradation products (0-10):
(2021/09/10) 3.4 ug/ml; Glomerular filtration rate: (2021/09/08) 533.4, > ml/
min/ 1.73m"2; (2021/09/09) 494.6, : ml/ min/ 1.73m"2; (2021/09/10) 533.4,

ml/ min/ 1.73m"2; Glucose urine: (2021/09/08) (3+); (2021/09/10) (2+); (2021/09/08)

300; (2021/09/10) 200; Haematocrit (40.7-50.1): (2021/09/08) 30.5 %, - ;
(2021/09/09) 27.1 %,  : : (2021/09/10) 25.9 %,  : : Haemoglobin (13.7-
16.8): (2021/09/08) 10.6 g/dl, : ; (2021/09/09) 9.4 g/dl, : :
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(2021/09/10) 9.0 g/dl, : ; Human metapneumovirus test: (2021/09/08) ;

International normalised ratio (0.85-1.15): (2021/09/10) 1.30, : ;
Lymphocyte percentage (19.6-52.7): (2021/09/08) 5.0 %, : ; (2021/09/09)
5.9 %, : ; (2021/09/10) 8.9 %, : ; Mean cell haemoglobin (27.5-33.2):

(2021/09/08) 30.2 pg; (2021/09/09) 30.1 pg; (2021/09/10) 30.0 pg; Mean cell
haemoglobin concentration (31.7-35.3): (2021/09/08) 34.8 %; (2021/09/09) 34.7 %;
(2021/709/10) 34.7 %; Mean cell volume (83.6-98.2): (2021/09/08) 86.9, . i
(2021/09/09) 86.9, - fl; (2021/09/10) 86.3, : fl; Monocyte percentage (2.4-
11.8): (2021/09/08) 3.4 %; (2021/09/09) 5.9 %; (2021/09/10) 7.2 %; Mycoplasma test:
(2021/09/08) ; Neutrophil percentage (34.6-71.4): (2021/09/08) 91.0 %,

; (2021/09/09) 87.9 %, : ; (2021/09/10) 83.5 %, : ; Nitrite urine:
(2021/09/08) ; (2021/09/10) ; N-terminal prohormone brain natriuretic
peptide (0-125): (2021/09/10) 342 pg/mL, : ; Oxygen saturation ( 95):
(2021/09/08) 77.5 %,  : ; PCO2 (32-46): (2021/09/08) 45.0, : Torr; pH
body fluid (7.38-7.46): (2021/09/08) 7.430; pH urine: (2021/09/08) 6.5;

(2021/09/10) 5.5; Platelet count (158-348): (2021/09/08) 90, 1 1073
; (2021/09/09) 65, : 1013 ; (2021/09/10) 49, : 10"3
Fibrinogen Reference value; P02 (74-108): (2021/09/08) 41.5, : Torr ;
Protein total (6.6-8.1): (2021/09/08) 6.6 g/dl; (2021/09/09) 5.9 g/dl, : ;
(2021/09/10) 5.9 g/dl, : ; Protein urine: (2021/09/08) (+-); (2021/09/10)

(1+); (2021/09/08) 10; (2021/09/10) 30; Prothrombin time (9.8-14.2): (2021/09/10)
14 .8 seconds, : ; Prothrombin time ratio (70-130): (2021/09/10) 60.0 %,

; Red blood cell count (4.35-5.55): (2021/09/08) 3.51, 1 1076 ;
(2021/09/09) 3.12, : 10"6 ; (2021/09/10) 3.00, : 10”6 ;
Respiratory syncytial virus test: (2021/09/08) ; SARS-CoV-2 test: (2021/09/08)

; 1 (2021/09/08) GPC(Staphylococcus): ++, : GPC(Staphylococcus): ++,
GPR: +++, GNR: +, GPC(Streptococcus): +; - WBC 25, : 25

: P1: 1/3 ; Specific gravity urine: (2021/09/08)

1.041; (2021/09/10) 1.030; Sputum culture: (2021/09/08) Staphylococcus aureus MRSA
+++, : Staphylococcus aureus MRSA +++, Beta-lactamase: +, Pseudomonas
aeruginosa(Carbapenem resistance): ++, Providencia stuartii: ++, Corynebacterium
sp: ++. : : P1: 1/3 ; Troponin T: (2021/09/10)

; Urinary occult blood: (2021/09/08) (1+); (2021/09/10) (1+); Urinary sediment:

(2021709/08) Red blood cell: 30-50/HPF, : : 1-3/HPF : 0-1/HPF
: 10-20/HPF; (2021/09/10) Red blood cell: 20-30/HPF, : : 3-5/HPF
> 0-1/HPF : 0-1/HPF : 5-10/HPF : 5-10/HPF

10-20/HPF; Urine ketone body: (2021/09/08) (+-); (2021/09/10) (+-); Urobilinogen
urine: (2021/09/08) (+-); (2021/09/10) (+-); White blood cell count (3.3-8.6):
(2021/09/08) 20.7, : 10"3 ; (2021/09/09) 16.7, : 10"3 ;
(2021/09/10) 11.1, : 1073 ; White blood cells urine: (2021/09/08) NEG.;
(2021/09/10) NEG
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2021/09/14

2021/08/10 1 2021

2021/09/14

2021/09/08

/08731

BNT162b2

2
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2021/09/08 10:00
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BNT162b2

2017
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2022/06/24
PMDA

PMDA
v2210001235
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19600

€4591006

2021/03/12 50

EP2163
2021/02/19 COVID-19
EP2163
2021/10/28
2021/09/30
SARS-CoV-2 2021/10/14

2021/05/31

B
2021/05/31

COVID-19

NT162b2

2021/10/15

0.3

BNT162b2

0.3ml

2021/11/04

49

49
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BNT162b2

2022/03/29
2021/12/03 3 BNT162b2
2022/02/28 0.3ml 50

2021/10/15 2021/11/04

2022/06/06 €4591006

FF9942
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19601

v2210000947 PMDA

2022/03/04 11:10 74 COVID-19 3
BNT162B2 FN2723 2022/07/31
2005/02 2005/02
2005/02 2005/02
C 2005/06/21
2005/06/21 1A
2021/08/19
2021/05/31 10:00 1 EY5420
2021/08/31 COVID-19
2021/06/21 11:10 2 FA5765
2021/09/30 COVID-19
2022/03/14
2022/03/14 38
2022/03/14
/
2022/03/14
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Body temperature: (2022/03/04)

38 1 2022/03/14
2022/03/04

2022/03/14 38
05/20

CovID 4

36.3

: (2022/03/14)

BNT162B2
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2022/03/04

03/14 38
05/20
05/23
(2022/05/31) -
(2022/06/07) -
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19603

v2210000961 PMDA

2022/05/14 10:56 19

3
19

CovID

FG0978

FH3023

2022/05/14

2022/05/14 11:00

2022/05/14 11:00

covid-19
FM7534

BNT162b2

2022/10/31

2021/11/30

2022/03/31

(2022/05) ;

(2022/05)

/

COVID-19

COVID-19
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2022/05/14 11:06

2022/05/14 11: 06

2022/05/14 11:06

2022/05/14 11:06 (2022/05)

2022/05/14 11:06

2022/05/17
@JCs 1)
/
2022/05/14 2022/05/20
2022/05/14 36.3
2022/05/14 1
2022/05/20

2022/05/20

2022/05/20

2022/05/14

(2022/05)

(2022/05)

(@JCs 1)

(2022/05)
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2022/05/14

Pfifzer-BioNTech COVID-19

19 10

2022/05/14 10:56 3 10
2022/05/14 11:00
125mg 5mg

10mg 500ml

JCS vital

5/20
2022/05/14 /

@Jcs 1)/
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bnt162b2

2022/05/17

20 5

2022/05/20

2022/05/20

2022/05/20

Major

Minor

CcT

BNT162b2
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BNT162b2 /

10:50

2022/05/14 11:00 3

2022/05/14 10:56 3
2022/05/14 11:00

2022/05/31

202200751111

10:56

202200751111

202200744799
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2022/05/14 11:00 2022/05/14 11:00

2022/06/03

2022/06/10

; PMDA
v2210000923 PMDA

; 2022/05/14 13:00 37 BNT162b2
3 / 37

19604
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2022/05/14 19:00

2022/05/14 13:00

2022/05/14 19:00

1
2022/05/14
BNT162b2
/
BNT162b2 /
2022/06/27
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19605

COVID-19 mRNA

2 2022 vol 111(1) pgs 271

2021/06/27 80 CovID-19 BNT162b2 (
2
1990 ;
1990

2021/06/06 COVID-19 BNT162b2 ( /

1

2021/08/03 09:00
33.7% ;
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33.7% 2

2021/08/02

2021/08/02

CRP 2021/08/02 19.4 mg/d ;

2021/08/02

2021/08/02 33.7%;

2021/08/02

2021/08/02 2.2 ug/m

2021/08/05
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SARS-CoV-2 2021/08/02 LAMP

1 2021/08/02 WBC 2021/08/02 10300, : /uL.

34

34
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MRI

1990
1990
2022/06/08
1 2
2021/06/06 2021/06/27
1990

COVID-19 (LAMP)

1990
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19609

2021/06/27 88 COVID-19 BNT162b2 /
2021/09/18 / 2
2022/03/01 / 3
2015 ; ;
; ; 2021/08/17
; 2021/10/28
2021/12/03 ; 2021/10/28
2021/10/28
PF-07321332
eGFR  30mL/min 60mL/min

2021/11/05 ; 2021/11 ;

2021/12/09 ;
2021/10/28 ;

2021/12

5mg/

5mg/
37.5

2021/11/26

2021/12

2021/11
10mg/
8mg/
20mg/
1.25mg/
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2022/04/11

SARS-CoV-2

COVID-19

2022/02/09 71U/1;

2022/02/09 171U/1;

2022/02/09 3.3g/dl;

2022/02/09 0.3mg/dl; 2022/02/09 104mEg/1;
2022/02/09 1.08mg/dl; 2022/02/09 69mg/dl;
2022/02/09 4.2mEg/1; 2022/04/13 104/51mmHg;
2022/02/09 142mEg/1; 2022/02/09 68mg/dl;
2022/02/09 16mg/dl; 2022/04/11 38.0 3 1 10
15:00; 2022/04/11 37.1 3 1 10 20:00; 2022/04/12 36.7
3 1 11  11:00; 2022/04/13 36.7 3 1
12 2022/02/09 0.64mg/dl; 2022/02/09
35.5%; 2022/02/09 11.8g/dl; 2022/04/11 98% 3
1 10  15:00; 2022/04/11 98% 3 1 10 20:00;
2022/04/13 92% 3 1 12 16:00; 2022/02/09 241
x10 3/mm3; 2022/02/09 6.2g/dl; 2022/02/09 3790 x10
3/mm3; SARS-CoV-2 2022/04/12 ; 2022/02/09 6300/mm3
CovID-19
2022/04/13
SARS-CoV-2
2022/04/12 RT-PCR SARS-CoV2 COVID-19
PF-07321332
COVID-19
SARS-CoV2
COVID-19 /
/
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SARS-CoV-2

2022/04/11 3

15:00 38.0
16:30
20:00 37.1

2022/04/12 3

11:00

36.7

12:00

2022/04/13 3

16:00

19:25

19:35

BNT162b2 /

SARS-CoV2

2022/07/04

Sp02  98%

300mg

Sp02  98%

PCR

Sp02  92%

SARS-CoV2

/
SARS-CoV2
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19610

C4591006

33 BNT162b2
2021/02/18 0.3 ml EP2163
2021/03/11 2 0.3 ml EP2163
2021/05/31 2021/12/09 3 0.3 ml
FF2018 2022/03/31 33
2021/10/26 33
2022/02/21 2022/02/28
2021/08/27 2022/02/15 2022/02/16
2022/02/21
ECMO
2022/05/25 BNT162B2

PFIZER-BIONTECH COVID-19

ICU

2021/05/31
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NTM
2022/06/29
FF2018
CAPA
BNT162b2 /
2021/06/21
3
2

EP2163

CAPA

BNT162B2

PR 1D6601781

BNT162b2

C4591006

FAX

PR ID

PFIZER-BIONTECH COVID-19

NTM
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; PMDA v2210000967

; 2022/05/08 15 O COVID-19 BNT162b2
3 15 0
1 COVID-19
; 2 COVID-19

2022/05/10 05:00

2022/05/09
19615
2022/05/10 5:00
CK 2022/05/11  TINT ST
2022/05/10 2 VF V2-6 ST
EF40%
; 2022/05/16 2022/05/16

(s




/

2022/05/11
55U/L

2022

BNT162b2

2022/05/17

2022/05/19

2022/05/09

T
CRP 6.77mg/dL D-
2022/05/16 MRI

2022/05/10
50%

/05/10

2022 /05 /10

ST

3650ng/mL  CK

1.1ug/mL

ST

2022/05/19

VF

1347U/L CK-MB

778




BNT162b2

/

2022/06/13
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19617

v2210001319
2021/12/25 09:30 65 CovID-19 BNT162b2
FJ5929 2022/04/30 65 3
2
CovID 4

2021/05/01 BNT162b2
EW4811 2021/07/31 CovID-19 ;
2021/05/22 2 BNT162b2
EY4834 2021/08/31 CovID-19

2021/12/25 3

2021/12/25
2021/12/25
2021/12/25 /

PMDA
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2022/05/16

2021/12/25

2022/05/25

( )

05/16  MRI

BNT162b2

2022/06/02

2022/06/13
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19619

v2210000981 PMDA

2022/04/02 13:46 44
BNT162b2 FM3289
3
COVID-19
COVID-19 2
2022/04/03
2022/04/05
2022/04/04
2022/04/05
2022/04/05
2022/04/05
2022/04/05
2022/05/11 ;

CovID-19
2022/05/31 44
COVID-19
COVID-19
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2022/04/03 39 ; 2022/04/04

39
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2022/04/05 2 10

2022/04/02 3

2022/04/05

50

BNT162b2

2022/05/11

CovID 4

14

2022/04/03

2022/04/04

2022/05/24

39
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2022/04/04

2022/06/02

2022/06/08

2022/04/04

BNT162b2
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19621

2021/08/11 10:08
FD0889

PMDA

16

v2210001234

Covid-19
2021/09/30 16

1

BNT162b2
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2021/08/13
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2021/08/10
2021/08/10
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3350
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2021/08/10
2021/08/10
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2021/08/12

/ / / Bacterial Translocation

2021/08/12 16:00

2021/08/12 16:00

Bacterial Translocation

2021/08/12 16:00

2021/08/12 16:00

/ / /Bacterial Translocation

2021/08/12 16:00

/ Bacterial Translocation

2021/09

2021/09

2021/09

2021/12

2022/02/13
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Alanine aminotransferase (7-23): (2021/08/12) 23 1U/1  Albumin globulin ratio
(1.32-2.23): (2021/08/12) 0.8, : Low Antimicrobial susceptibility test:
(2021/08/12) Escherichia coli ESBL: A/S >16, R ABPC >16, R , : AMK 8, S
AZT>8, R CAZ>8, R CCL>16, R CEZ>16, R CFPM>16,R CFPN>1, R  CMZ<8, S
CTM>16, R CTRX>2,R CTX>2, R FMOX<8, S FOM>16, R GM 4, S IPM <1, S
LVFX>4, R MEPM<1, S MINO<2,S PIPC/T >64, R PIPC>64, R  SBT/CPZ>32, R

ST>2,R : Aspartate aminotransferase (13-30): (2021/08/12) 42
1u/1, : High. Basophil percentage (0-1.8): (2021/08/12) 0.2 %
Blood albumin (4.1-5.1): (2021/08/12) 2.8 g/dl, : Low Blood bilirubin:

(2021/08/12) negative Blood chloride (101-108): (2021/08/12) 103 mEq/l1  Blood

creatinine (0.46-0.79): (2021/08/12) 0.06 mg/dl, : Low Blood culture:
(2021/08/12) - : Blood lactate dehydrogenase (124-222):
(2021/08/12) 289 1U/1, : High. Blood potassium (3.6-4.8):
(2021/08/12) 4.2 mEq/1, - Blood sodium (138-145): (2021/08/12) 135
mEq/l, : Low Blood test: (2021/08/12) Average Blood urea (8-20): (2021/08/12)
5.3 mg/dl, : Low Blood uric acid (2.6-5.5): (2021/08/12) 1.5 mg/dl, : Low
Body temperature: (2021/08/11) 36.3 , = C-reactive protein

(0.00-0.14): (2021/08/12) 11.1 mg/dl, : High Culture stool: (2021/08/12)
Escherichia coli: +, : : Culture urine: (2021/08/12) Escherichia
coli ESBL 10M/ml, : Candida species <1073/ml. : Eosinophil
percentage (0-7.8): (2021/08/12) 6.5 % Glomerular filtration rate: (2021/08/12)
1380.4, : ml/min/1.73m"2  Glucose urine: (2021/08/12) negative Haematocrit
(35.1-44.4): (2021/08/12) 32.0 %, : Low Haemoglobin (11.6-14.8): (2021/08/12)
10.9 g/dl, : Low Lymphocyte percentage (19.6-52.7): (2021/08/12) 47.4 % Mean
cell haemoglobin (27.5-33.2): (2021/08/12) 31.8 pg Mean cell haemoglobin
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concentration (31.7-35.3): (2021/08/12) 34.1 % Mean cell volume (83.6-98.2):
(2021/08/12) 93.3, : fl  Monocyte percentage (2.4-11.8): (2021/08/12) 6.3 %
Neutrophil percentage (34.6-71.4): (2021/08/12) 39.6 % Nitrite urine:
(2021/08/12) negative Occult blood: (2021/08/12) negative pH urine:
(2021/08/12) 6.5 Platelet count (158000-348000): (2021/08/12) 154000, . Low
Protein total (6.6-8.1): (2021/08/12) 6.4 g/dl, : Low Protein urine:
(2021/08/12) negative Red blood cell count (3860000-4920000): (2021/08/12)

3430000, : low Red blood cell count: (2021/08/12) Smear test:

(2021/08/12) GPR: GNR: +++ , : GPC( )i+t

(2021/08/12) GPR: , : (2021/08/12) GPC( ):
, : o WBC<25, <25 s T M1

Specific gravity urine: (2021/08/12) 1.006  Sputum culture: (2021/08/12)

Pseudomonas aeruginosa: , . Acineto.baumannii/haemolyticus: Alpha-
streptococcus: Corynebacterium sp: : T ML:
Urinary sediment: (2021/08/12) Urine ketone body:

(2021/08/12) negative Urobilinogen urine: (2021/08/12) (+-) White blood cell
count (3300-8600): (2021/08/12) 6000 White blood cells urine: (2021/08/12) NEG X

(2021/08/12)
2022/02/13
/ / / Bacterial Translocation
/ / Bacterial Translocation
8
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2022/02

CovID

30

2021/08/12
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2021/12/27

2022/02/13

COVID-19

2021/09

2021/12

1

4

2021/12

30

COVID-19

cv

24

COVID-19

2022/02/13

BNT162b2
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COVID-19

COVID-19

2022/06/20

1 1

2022/06/24

/
/
/Bacterial Translocation
2021/08/12

2021/08/12

/

/Bacterial Translocation

/

/
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«c )
1v2210001008(PMDA) v2210001102 (PMDA)

v2210001008(PMDA) v2210001102 (PMDA)

2022/05/22 13:29 60 COVID-19
( ) :FP9647

COVID-19 1

COVID-19 2

2022/05/22 13:30 (

2022/05/22 13:30 ( )

2022/05/22 13:30 (

2022/05/22 13:30

BNT162b2(
12022/10/31 60 )

) CoviID-19

) CoviID-19
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2022/05/22 36.7

0.3mg

( ) bnt162b2

60 2 ( ) 60 2

2022/06/02
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2022/06/02

PMDA
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v2210000938

2021/07/26
BNT162b2
2021/09/30 27

2
2021/07/05
2021/09/30
2021/07/26
2021/07/26 2
2
2021/07/26
2 15

15
30

15 30

27

FC9880

PMDA

EW0203
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30

2021/07/27
15:10 C 1A
BNT162B2 /
2022/06/06

BNT162b2
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19648

v2210001022 PMDA

2022/05/24 11:40 16 10 COVID-19
BNT162b2 3 FT9319
2022/12/31 16

Covid-19 COVID-19
Covid-19 2 COVID-19

2022/05/24 2022

2022/05/24 2022

2022/05/24

2022/05/24

2022/05/24 2022

2022/05/24 11:43

2022/05/25 38

CovID-19
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Blood pressure measurement: (2022/05/24)
100/54; (2022/05/24) 124/68; Body temperature: (2022/05/24) 36.5 Centigrade,
; (2022/05/24) 37.0 Centigrade; (2022/05/24) 36.8 Centigrade;
(2022/05/25) 38 Centigrade; Electrocardiogram: ( )
(2022/05/24)
; Heart rate: (2022/05/24) 50s-60s; (2022/05/24)
46; (2022/05/24) 40s; (2022/05/24) 64; Oxygen saturation: (2022/05/24) 98 %;
(2022/05/24) 99 %

2022/05/24 11 30

2022/05/24 11:32

2022/05/24 11:32

/ /
1mg0.3mL

2022/05/24 11:43 3

800




BP

HR 40

30

100/54

50-60

KT
P 46 im

BP 124/68 P 64 Sp02 99% KT

2022/05/25

2022/05/25

2022/06/14

2022/05/24

10

37.0

36.8

38

0.3 mg

SP02  98%

BNT162b2
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2021/10/08
2

2021/09/17
FG0978

2021/10/08
92%/Sp02 92 93%

2021/10/08 16:08

2021/10/08 16:08

2021/10/20

2021/10/20 ST

2021/10/20 ST

44 CovID-19 BNT162b2

FJ1763 2022/04/30 44
2
CovID-19 bnt162b2 1
2022/02/28
2020/10
3
2021/10/08 Sp02
/"
I 11 avF ST

I 11 avk ST




2021/10/20

2021/10/20

I 11 avk ST

2021/10/20

2021/10/08
2021/10/20 1
ST

2021/10/08 92 93%

Spo2
2021/10/08

2021/10/20
ST

2021/10/20

2021/10/08 16:08

aVvF

2
ST
2021/10/20 2021/10/22
I 11 avF ST
/
12 ST-T
ST ;2021710720 11
2021/10/08 92% 92%
92 93%
ST ST
92% 2021/10/08
12
2021/10/20 12 I
CAG

ST

aVvVF

aVvF
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2021/10/20
* ®
2021/10/08 12
ST-T Sp02 92 93%
1
2021/10/20 I
11 avF ST CAG
/
BNT162b2 /
2022/07/04
2022/07/04
/ / ST / / ST /

805




19652

: v2210000970

2021/08/26 46

2021708727

2021/08/28

2021/08/28

2021/08/31

2021/08/31

2021/09/01

1 2021/09/01

37.4

SARS-CoV-2

2021/08/26

covid-19
46
)
)
)
« )
1 2021709708

1

o7

BNT162b2(
)
/  37.4
)

PMDA
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2021708727

2021/08/28

2021/08/29

2021/08/31

2021/09/01

37. 4

50mg

2021/09/03

2021/09/06 PSL 30mg/

2021/09/08
2022/05/18
(2021709/21
BNT162b2
( )
BNT162b2 /
2022/07/01

PSL

2021/09/08

COVID-19

2021/09/25

)
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v2210001372
2022/04 56 COVID-19
56
1
2
2022/05/23
2
PSL+

BNT162b2

2022/02/28

bnt162b2

PMDA
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BNT162b2 /

2022/07/04
PMDA
v2210001317
2021/10/03 14:00 38 CovID-19 BNT162b2
FK8562 2022/04/30 38
2022/03/09
19660
CovID 4
2
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2022/03/09

2021/10/08 5

2022/01/18 107

2022/04/26 205

2021/10/08

2022/01

2022/01/18

189

2022/01/18
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Antibody test 2022/01/18
GM1-1gG
2021/10/03 36.5

2022/01/18 189

studies
; 2022/01/18
/
bnt162b2
GM1-igG
2022/06/01
2022/06/09

; Body temperature
; Computerised tomogram
; CSF protein(15-45)

; Nerve conduction

2022/01/18

811
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19669

2022/05/14
(

COVID-19

COVID-19

2022/05/15

2022/05/19

2022/05/19

2022/05/19

46 CovID-19 BNT162b2(
) 0.3ml / : )
@ ) COovID-19
“ ) COovID-19
( ) (2022/05/19);
( ) (2022);
( ) (2022/05/21)
( ) (2022/05/21)
3
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2022/05/19 CT 2022/05/21

2022/05/21 20mg 3

2022/05/19 Total protein(TP): 7.1, : 6.5-8.2 g/dL; A/G ratio:1.38 ,
: 1.55-2.55; Albumin:57.9 , : 60.8-71.8%; Alpha 1: 4.1
, : 1.7-2.9%; Alpha 2: 10.8 , : 5.7-9.5%; Beta: 10.6,
T 7.2-11.1%; Gamma: 16.6, 1 10.2-20.4%; AST(GOT): 80 ,
: 10-40 U/L; ALT(GPT): 68 , : 5-45U/L; Gamma-GT(Gamma-GTP): 131
, : 0-79 U/L; total bilirubin(T-Bil): 0.8, : 0.3-1.2mg/dL;
Amylase(AMY): 58, 1 39-134 U/L; CPK: 83, : 50-230 U/L; total
cholesterol (TCHO): 157, : 150-219mg/dL; HDL cholesterol: 54,
40-80mg/dL; LDL cholesterol: 80, : 70-139 mg/dL; triglyceride (TG): 109,
: 50-149mg/dL; uric acid(UA): 4.3, : 3.6-7.0mg/dL; urea
nitrogen(UN): 9.3, : 8.0-20.0mg/dL; creatinine(CREA): 1.01,
0.65-1.09mg/dL; ALB/BCP improvement: 3.9, : 3.8-5.2g/dL; Na: 142,
: 135-145mEq/L; K: 3.8, : 3.5-5.0mEg/L; CI: 101, : 98-
108mEqg/L; calcium(Ca): 9.0, : 8.6-10.2mg/dL; ALP/IFCC: 108,
38-113 U/L; LD/IFCC: 202, 1 120-245 U/L; Glucose: 98, : 70-
109mg/dL; CRP Quantification/LA: 3.72 , : 0.00-0.30mg/dL; White blood
cell count(WBC): 9520/9600, : 3500-9700/uL; red blood cell count(RBC):
407 /416 , 1 438-577  /uL; hemoglobin(Hb): 12.8 /13.4 ,
: 13.6-18.3 g/dL; hematocrit(Ht): 33.0 /40.2 , : 40.4-
51.9%; platelet count: 17.3/21.6, : 14.0-37.9  /ulL; MCV: 97,
83-101 fL; MCH: 32.2, 1 28.2-34.7 pg; MCHC: 33.3, : 31.8-
36.4 %; Baso: 0.2, : 0.0-2.0%; Eosino: 0.3, : 0.0-7.0%; Lympho:
16.7 , : 18.0-50.0%; Mono: 8.3 ) - 1.0-8.0%; 1:
0.0, - 0.0-0.0%; 2: 0.0, : 0.0-0.0%; Neutr: 74.5 )
: 42.0-74.0%; EBL: 0.0, : 0.0-0.0/100WBC; sugar
qualitative(urine): (-), : (-)-(+-); protein qualitative(urine): (2+)

s : (-)-(#+-); Urobilinogen qualitative(urine): 0.1, D (+)-
(+-); bilirubin qualitative(urine): (+) s : (-)-(-); specific
gravity(urine): 1.030, : 1.008-1.034; pH(urine): 5.5,
4.8-7.5ph; ketone qualitative(urine): (+-), : (-)-(-); Occult Blood
reaction(urine): (3+) , : (-)-(-); red blood cell count: ,

: /HPF; white blood cell count: , > /HPF; Squamous
epithelium: , : /HPF; : , : JWF;

, : /WF; 1: ; 2: ; 3: ;
Corona N-1gG qualitative checkup: (), > (-)-(-); Index: LT1.40,
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: 0.00-0.139; Corona Antibody N Qualitative checkup: (),
(-)-(-); col: 0.1, : 0.0-0.9; Corona S-1gG Quantitative checkup:
) , : (-)-(-); Quantitative value: 4375.5 , : 0.0-
49.9 AU/mL; Mitochondrial antibody semi quantification: LT20, : 0-19 ;
antinuclear antibodies antibody titer: LT40, : 0-39 ; HOMO type: LT40,
: 0-39 ; SPECKLED type: LT40, : 0-39 ; NUCLEOLAR type: LT40,
: 0-39 ; CENTRO type: LT40, : 0-39 ; PERI type: LT40,
: 0-39 ; Nuclear membrane type: LT40, : 0-39 ; PCNA type: LT40,
: 0-39 ; GRANULAR type: LT40, : 0-39 ; Cytoplasmic type: (-),
1 (5)-(-); 1g-G: , : 820-1740mg/dL; Nonspecific IgE
quantification: 166, : 0-170 1U/mL.

2022/05/21, HBs Antigen Precision Measurement (CLIA): (), D (-)-
(-); Quantitative value: LT0.001, : 0-1.9S/N; HCV Antibody/EIA-2:
), : (-)-(-); Cutoff index: 0.1, : 0-0.99S/C0; Mitochondrial
antibody semi quantification: , : 0-19 ; antinuclear antibodies
antibody titer: , : 0-39 ; HOMO type: , 1 0-39 ;
SPECKLED type: , : 0-39 ; NUCLEOLAR type: , : 0-
39 ; CENTRO type: ) : 0-39 ; PERI type: ) - 0-39

; Nuclear membrane type: , : 0-39 ; PCNA type: ,

: 0-39 ; GRANULAR type: , : 0-39 ; Cytoplasmic type: ,

3 (-)-(); lg-G: , : 820-1740mg/dL .

2022/05/28, Total protein(TP): 7.0, : 6.5-8.2 g/dL; A/G ratio: 1.71,

: 1.55-2.55; Albumin: 63.1, : 60.8-71.8%; Alphal: 2.6,
1.7-2.9%; Alpha2: 7.9, : 5.7-9.5%; Beta: 10.2, T 7.2-11.1%;
Gamma: 16.2, 1 10.2-20.4%; AST(GOT): 35, : 10-40 U/L; ALT(GPT):
61 , : 5-45U/L; Gamma-GT(Gamma-GTP): 119 , 1 0-79 U/L;
total bilirubin(T-Bil): 0.5, : 0.3-1.2mg/dL; urea nitrogen(UN): 17.0,

: 8.0-20.0mg/dL; creatinine(CREA): 0.98, : 0.65-1.09mg/dL;

ALB/BCP improvement: 4.1, : 3.8-5.2g/dL; ALP/IFCC: 91, 1 38-113
U/L; LD/IFCC: 163, 1 120-245 U/L; CRP Quantification/LA: LT0.05,

: 0.00-0.30mg/dL; White blood cell count(WBC): 7960, 1 3500-9700/uL;
red blood cell count(RBC): 417 , 1 438-577  /uL; hemoglobin(Hb):
13.1 , : 13.6-18.3 g/dL; hematocrit(Ht): 40.2 , 1 40.4-
51.9%; MCV: 96, : 83-101 fL; MCH: 31.4, 1 28.2-34.7 pg; MCHC:
32.6, : 31.8-36.4%; platelet count: 41.2 , : 14.0-37.9
/uL; Baso: 0.5, : 0.0-2.0%; Eosino: 4.6, : 0.0-7.0%; Lympho:
35.8, - 18.0-50.0%; Mono: 7.0, - 1.0-8.0%; 1: 0.0,

- 0.0-0.0%; 2: 0.0, - 0.0-0.0%; Neutr: 52.1,
42.0-74.0%; EBL: 0.0, : 0.0-0.0/100WBC.
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2022/05/19 CT: + ; 20mg/ 3

2022/05/21

2022/05/14 3

2022/05/15 2022/05/19 2022/05/20 5

BNT162B2
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BNT162B2 /
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; (

)
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5
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2022/04/21
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2022/04/22

2022/04/25
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COVID-19

(AE)

NT162b2
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/ (AE)
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2022/03/29

2022/04/22

NT162b2

2022/04/24 20:30

1
2022/04/24 20:33
2022/04/24 20:46
/
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(AE)
/
2022/04/22
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2022/04/25

3

2022/06/13

12.
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2022/03/05 37

2020/06

COVID-19 COVID-19
CovID-19 2

CovID 4

u.C.

BNT162b2
37

2022/01/28

BNT162b2 3

COVID-19

u.C.
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P.0.

2

2022/01/28

PSL

2020/06

30mg
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PSL

PSL PSL

u.C.

BNT162b2 /

2022/06/10

BNT162b2

2022/07/04
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19675

€4591006

2021/03/15 45 COVID-19 BNT162b2
EP2163 2021/05/31
2 45
2006 2006
2018 2020/10/01
2020/03/13
2021/03/24
2020/10/02
2020/10/02
2020/10/01
Na  60mg
2021/02/19 45 CoVID-19 BNT162b2
EP2163 2021/05/31 0.3mL
CovID 4
2021/04/10 11:20 2 26
2021/04/13 2 29
2021/04/19 2 35

0.3mL

2018

CR 40mg
60mg
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2020/09/16

2021/02/19  2021/03/15 BNT162b2
PMS

2021/04/13

1 3g /

ABPC/SBT

2021/04/13

CEZ 39/
2021/04/19
2021/04/20

(CRP 0-0.14) 8.94 mg/dL

(2021/04/12) 5.04mg/dL(2021/04/13)  0.74mg/dL (2021/04/16)
(2021/04/12)
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2021/04/12 28

2022/01/19 2021/04/10
2021/04/12
COVID-19 SARS-CoV-2
CovID-19
2021/12/10 BNT162b2 3
2021/04/20
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2021440176 2021440181

2021/04/21

2021/08/20

2021/09/01

2022/01/19

2022/05/23

2021/04/13

COVID-19

2021/12/10

2021440176
2021/04/20
€4591006
2021/04/12
€4591006
2021/04/13
€4591006
€4591006
2021/04/10
2 6 12
SARS-CoV-2
BNT162b2 3

CovID-19
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v2210001020

2021/09/27 24
2

2021/08/31
FC9909

2021/11/14

2021/11/14

2021/11/14

2021/11/21

FF9942

2021/09/30

2021/11/22

BNT162b2
2022/02/28 24

2021/12/11

PMDA

19
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2021/11/22 ;2021711722 ;

2021711722 4 cells/uL;

2021/11/22 56 mg/dl;

(10-40) 2021/11/22 157 ;
2021/11/22
F ;
2021/11/22 ;
2021/11/18 ;2021711722 NCV
block
2021/11/14 3
2021/11/18 3
2021/11/22 3 NCV
block

IVIG

2021/11/14 3
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5m

28
2021/11/22 3 GBS
F
2021/11/22 3 @)/uL (56) mg/dL
(157) mg/dL CSF
50  /ul CSF
2021/11/22 3
2021/11/22 3
BNT162b2
2022/04/22
CovVID 4
2
AE
2021/11/14 48
BNT162b2

12
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12

2022/06/02

2022/06/24
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19680

2022 Vol: 62 456

2021/07/09 45 COVID-19 BNT162b2

/ 2 45

B

2
CovID 4
2021/06/18 Y-21 1 COVID-19
2021/07/15
2021/07/17

2021/07/22 5

2021/07/15 AM

2021/07/17 2021/07/22
BNT162b2
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2021/07/09

2021/07/15

2021/07/16

2021/07/17

GBS

2021/07/22

GBS

2021/07/19 GBS

53mg/dL

34mg/d

L

GBS

2021/07/15

12

2021/07/17

28

1/mm3
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MRI 2021/07/17

2021/07/17
PCR
SARS-CoV-2 A A/H1 A/H1-2009 A/H3
B RS /
1 2 3 4 229E HKU1
0C43 NL63

Activated partial thromboplastin time (26.9-38.1): (2021/07/17) 29.9 ; Adenovirus
test: (2021/07/17) ; Alanine aminotransferase (7-23): (2021/07/17) 10 1U/I;
Aspartate aminotransferase (13-30): (2021/07/17) 18 1U/1; Base excess: (2021/07/17)
3.1 mEg/1, ( ); Basophil percentage: (2021/07/17) 0.0 %;
Basophil percentage (0.0-2.0): (2021/07/17) 0.7 %; Biopsy peripheral nerve:
(2021/07/19) W.N.L ( ), ; Blood albumin (4.1-5.1):
(2021/07/17) 4.2 g/dl; Blood alkaline phosphatase (38-113): (2021/07/17) 80 1U/1;
Blood bicarbonate: (2021/07/17) 28.1 mEg/I, ( ); Blood bilirubin
(0.4-1.5): (2021/07/17) 0.5 mg/dl; Blood calcium (8.8-10.1): (2021/07/17) 9.3
mg/dl; Blood calcium: (2021/07/17) 1.18 mmol/L, ( ); Blood
chloride (101-108): (2021/07/17) 107 mmol/L; Blood chloride: (2021/07/17) 107
mEg/1, ( ); Blood creatine phosphokinase (41-153): (2021/07/17)
59 1U/1; Blood creatinine (0.46-0.79): (2021/07/17) 0.63 mg/dl; Blood glucose (73-
140): (2021/07/17) 99 mg/dl; Blood glucose: (2021/07/17) 98 mg/dl,

( ); Blood lactate dehydrogenase (124-222): (2021/07/17) 195 1U/1; Blood
lactic acid: (2021/07/17) 8 mg/dl, ( ); Blood pH: (2021/07/17)
7.417, ( ); Blood potassium (3.6-4.8): (2021/07/17) 3.6 mmol/L;
Blood potassium: (2021/07/17) 3.5 mEg/I, ( ); Blood sodium (138-

836




145): (2021/07/17) 142 mmol/L; Blood sodium: (2021/07/17) 143 mEg/1,

( ); Blood test: (2021/07/17) ; (2021/07/17) ; (2021/07/17) :
Blood urea (8-20): (2021/07/17) 9 mg/dl; Blood uric acid (2.6-7.0): (2021/07/17)
3.2 mg/dl; Bordetella test: (2021/07/17) , ; Cardiac
electrophysiologic study: (2021/07/19) GBS ; Chest X-ray:
(2021/707/17) W.N.L ( ); Chlamydia test: (2021/07/17) ,

; Computerised tomogram head: (2021/07/17) W.N.L ( ); Coronavirus
test: (2021/07/17) , ; C-reactive protein (0-0.14):
(2021/07/17) 0.09 mg/dl; CSF cell count: (2021/07/17) 1 /mm3; CSF eosinophil count:
(2021/07/17) 0.0 %; CSF glucose (50-80): (2021/07/17) 53 mg/dl; CSF lymphocyte
count: (2021/07/17) 67.0 %; CSF protein: (2021/07/17) 34; CSF test: (2021/07/17)

0.0 %; (2021/07/17) 0.0 %; CSF test: (2021/07/17) , @
/mm3 (53) mg/dL (34) mg/dL ; CSF white blood cell differential:
(2021/07/17) 33.0 %; Electrocardiogram: (2021/07/17) W_.N.L ( ); Eosinophil

percentage (1.0-6.0): (2021/07/17) 2.5 %; Fibrin D dimer (0.0-1.0): (2021/07/17)
<0.5; Gamma-glutamyltransferase (9-32): (2021/07/17) 14 1U/1; Haematocrit (35.1-

44.4): (2021/07/17) 33.9 %, ; Haemoglobin (11.6-14.8): (2021/07/17) 10.7
g/dl, ; Hepatitis B surface antigen: (2021/07/17) >250.00,
; Human metapneumovirus test: (2021/07/17) , ;
Human rhinovirus test: (2021/07/17) , ; Influenza A virus
test: (2021/07/17) , A/H1 A/H1-2009
A/H3 ; Influenza B virus test: (2021/07/17) ,

; International normalised ratio (0.85-1.15): (2021/07/17) 0.90;
examination: ( ) GBS; Lymphocyte count: (2021/07/17) 2.5, : x1073/uL;
Lymphocyte morphology abnormal: (2021/07/17) 0.0 %; Lymphocyte percentage (20.0-
50.0): (2021/07/17) 33.5 %; Magnetic resonance imaging: (2021/07/17) ;
Magnetic resonance imaging spinal: (2021/07/17) W.N.L ( ); Mean cell
haemoglobin (27.5-33.2): (2021/07/17) 25.2 pg, ; Mean cell haemoglobin
concentration (31.7-35.3): (2021/07/17) 31.6 g/dl, ; Mean cell volume
(83.6-98.2): (2021/07/17) 80.0, fL ; Mean platelet volume (9.4-12.6):
(2021/07/17) 10.6, fL; Mononuclear cell percentage: (2021/07/17) 100.0 %;
Mononuclear cell percentage (2.0-9.0): (2021/07/17) 4.7 %; Mycoplasma test:
(2021/07/17) , ; Neutrophil count: (2021/07/17) 4.3,
x1073/uL; Neutrophil percentage: (2021/07/17) 0.0 %; Neutrophil percentage (40.0-
70.0): (2021/07/17) 58.6 %; Oxygen saturation: (2021/07/17) 58.4 %,

( ); PCO2: (2021/07/17) 43.7 mmHg, ( ); Platelet count
(158-348): (2021/07/17) 260, x1073/uL; Platelet distribution width (9.8-
16.2): (2021/07/17) 12.0, fL; P02: (2021/07/17) 30.4 mmHg, (

); Procalcitonin (0.160-0.380): (2021/07/17) 0.270 %; Procalcitonin:
(2021/07/17) 0.01 ng/ml, 0.05 ; Protein total (6.6-8.1):
(2021/07/17) 7.3 g/dl; Prothrombin time: (2021/07/17) 11.1; Prothrombin time ratio
(73-118): (2021/07/17) 123 %; Red blood cell count (3.86-4.92): (2021/07/17) 4.24

837




10*6/uL; Red cell distribution width (11.9-14.5): (2021/07/17) 15.7 %,

Respiratory syncytial virus test: (2021/07/17) ; Respirovirus
test: (2021/07/17) ; SARS-CoV-2 test: (2021/07/17)
PCR( ) ; White blood cell count (3.3-8.6): (2021/07/17) 7.3,
x1073/uL.
2021/07/17 X CT MRI
W.N.L
2021/07/19
W.N.L
2022/06/15
B
; / /

/

/
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CEN Case Reports, 2022; Vol:11(2), pgs:283-284,

"Importance of the

sick day rule: a case of prerenal acute kidney injury after COVID-19 vaccination in

a patient with chronic kidney disease"
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200mg / 20mg / img /
7.5mg / 2.5mg /
15mg / 100mg /
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78/38 mmHg 49 / 20 / 6 L/
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Serum biochemistry: Urea-225mg/dL; Creatinine-8.2mg/dL; eGFR-
4mL/min/1.73 m2; Uric acid- 7.4mg/dL; Sodium-137mmol/L; Potassium-6.3mmol/L;
Chloride-96 mmol/L; AST-30 U/L; ALT-9 U/L; CK-617 1U/L; LDH- 288 U/L. Complete
blood count: WBC- 5840 /uL; Hb- 9.3 g/L; PIt- 11.4 *10"9 /L. Arterial blood gas
analysis: pH- 7.179; p02 (oxygen 6 L/min, mask)- 278mmHg; pCO02 (mmHg) 25.4, HCO-
9.1 mmol/L. Urinalysis: pH- 5.0; Urinary-specifc gravity- 1.016; Protein- 1+;
Occult blood- Negative; Sodium- 32.3 mEg/L; Potassium- 33.7 mEq/L; Chloride- 17.4
mEq/L; Urea- 371.4 mg/dL; Creatinine- 231.9 mg/dL
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2021/05/31
2021/12/10 BNT162b2 3
FK8562 2022/04/30

2022/01/29 2022/01/30

2022/02/01

2022/02/02

200mg
250mg 1 1 1 3
2022/02/10
3

0.3ml

0.3ml

39

Spo2

0.3ml

100%

BNT162b2

EP2163

EP2163

899




BNT162b2

PFIZER-BIONTECH COVID-19 VACCINE

FK8562

NTM
CAPA

BNT162b2

2022/06/15

€4591006

2022/06/19

900




19724

34

2021/02/19 0.3ml

2021/03/12 0.3ml

2021/12/01 0.3ml

2022/04/30 33

2022/03/14
2022/03/14
2022/03/06
2022/03/06 CovID
2022/03/06
2022/03/14

C4591006

BNT162b2

EP2163

EP2163

2022/03/14

FK8562

2021/05/31

2021/05/31

2022/03/23

901




2022/03/23

PQC

NTM

-BIONTECH COVID-19

FK8562

CAPA

BNT162b2

902




PQC

2022/06/15

2022/06/25

€4591006

903




19725

2021/02/24
0.3 ml

2021/03/18

2022/01/08

COVID-19

44

€4591006

covid-19
EP2163

0.3ml

COVID-19

2022/02/22

BNT162b2
2021/05/31

EP2163

2021/05/31

43

2022/02/22

904




2022/02/22

BNT162b2
2022/06/25 BNT162b2 EP2163
EP2163
NTM
CAPA
6

QC

905




BNT162b2

BNT162b2

2022/06/15

2022/06/25

BNT162b2

€4591006

906




19726

C4591006

33 COVID-19
EP2163
0.3ml EP2163
0.3ml
SARS-CoV-2 2022/02/04
BNT162b2
COVID-19
-BIONTECH

BNT162b2

2021/05/31
2021/05/31
FK8562

COVID-19

2022/01/24

2021/02/19 1 0.3 ml
2021/03/12 2
2021/12/03 3
2022/04/30 32

2022/01/24

907




NTM

2022/06/15

COVID-19

BNT162b2

primary reporter

FK8562

€4591006

investigator initial aware date

COVID-

908




19 CovID-19
event medically confirmed

COVID-19 PCR COVID-19

2022/06/21

909




19728

2021/02/22 34
1

2021/03/15

2021/05/31

2021/12/03
2022/04/30

2022/03/02

2022/03/07

2022/03/17

CovID-19

€4591006

COVID-19 BNT162b2
0.3ml EP2163
0.3ml
0.3ml
34
2022/03/22
1

EP2163

2021/05/31

FK8562

910




: PFIZER-BIONTECH COVID-19

FK8562

NTM

CAPA

BNT162b2

BNT162b2 /

2022/06/15 €4591006

2022/06/23

911




19730

v2210001086 PMDA

2022/04/08 62 BNT162b2
/ 3 62
2
2022/04/08 ;
2022/04/08 ;
2022/04/08 ;
2022/04/11 ;
2022/04/11 ;
2022/04/11 2022/04/12 1 ;
2022/04/11 2022/04/12
1

912




2022/04/08

2022/04/11

BNT162b2

2022/06/20

2022/04/11

2022/04/28

2022/04/12

BNT162b2

913




19735

2021/09/19 57

2018/12/27

2019/08/05

2019/08/05

COVID-19
2021/11/30

v2210001082

COVID-19 BNT162b2
2022/03/31 57

2018/09/27 2018/12/30

2018/09/27 2018/12/30

2018/01 2018/12/30
2018/01 2018/12/30

2019/08/05
2018/12/27 2019/08/05
2018/12/27
2019/08/05

0S

2021/02
2018/12/27

2021/02
2018/12/27

FF9942

PMDA

914




57

2021/09/19

2021/10/01

110 90

0-4/10

2022/05/31

2021/10

) 1T

915




2022/06/08

2022/06/20

916




19736

v2210001105 PMDA

2022/05/20 16:30 14
FP9647

2021/08/03
2021/10/31 COVID-19

2021/08/24
2021/10/31 COVID-19

CovID

CovID-19
2022/10/31 14

2
1 FF4204
2 FF4204

2022/05/21 06:00

2022/05/21 06:00

2022/05/21 06:00

2022/05/21 06:00

2022/05/22

2022/05/22 04:00

BNT162b2

38

917




2022/05/22 04:00

2022/05/22

2022/05/23 1

2022/05/20 36.7 2022/05/21 38
06:00 2022/05/22 38 12

2022/05/20 3

15

2022/05/21 06:00 38

2022/05/22 12 38

20

2022/05/22 04:00

2022/05/22
2 2022/05/23 1

BNT162b2

918




2022/07/06

BNT162b2
2022/07/06
14
2022/05/25 79 COVID-19 BNT162B2
79
19737 ;
2022/05/26

919




2022/05/27

79

2022/05/25

2022/05/26

2022/05/27

BNT162b2 /

2022/06/09

920




19738

v2210001056 PMDA

2021/04/30 14:00 42 3 COVID-19
ET3674
2021/05/02
2021/05/04
/
2021712727
36.3dB
2021712727
2022/05/02
2022/05/02
2021/05/06
4 36.3dB
/ /

BNT162b2
2021/07/31

2021/12/27

2021/05/26 20

921




36.3dB 4
2021/04/30
0

2021/04/30

05/02 05/03

05/04

05/06

05/18

05/19

05/26

2021/12/27

26.3dB 26.3dB
36.3dB
36.3
15 2021/12/27
2 3 1

ET3674

ENT

2021/12/27

2021/12/27

922




4 36.3dB
CCD
2022/02/16
26.3dB

15

923




2022/04/28

2022/04/28

COVID-19

2022/06/06

2022/06/21

CovID-19

BNT162b2

924




19739

PMDA v2210001084

2022/02/04 69
3

2022/02

2022/02

2022/05

2022/02

2022/05/19 23

2022/02/04 36.5
2022/05/20
; 2022/02 C4-Cé

2022/02

FK0108

BNT162b2
2022/04/30 69

2022/05 ;
2022/05 ;

2022/05

925




40mg/

69 11

2022/02
C4-C6

2022/05/30

2022/05/19

2022/06/20
COVID-19

BNT162B2

2022/05

BNT162b2

926




2022/06/08

2022/06/20

927




19743

v2210001080
2022/03/18 10:00 74 CovID-19
FR4768 2022/08/31 3
oD
COVID-19
FC5947 2021/09/30
00 2021/07/14 COVID-19
FE8162 2021/09/30
17 00 2021/08/04
2022/05/17 11:40
2022/05/17
2022/05/30 13
3 2
80/42

BNT162b2

2022/05/17

PMDA

10

928




Stanford

2022/05/17 80/42;

2022/03/18 35.4

2022/05/31

2022/05/17 2022/05/30
BNT162B2

mRNA

2022/06/20

2022/05/17 11:40

BNT162B2

CovID-19

929




CovID

2022/05/17 11:30

mRNA

2022/06/08

2022/06/20

80/42

05/31

Stanford

930




4591006
61 COVID-19 BNT162b2
2021/02/22 0.3 ml EP2163 2021/05/31
2021/03/15 0.3 ml EP2163 2021/05/31
2
2021/12/10 0.3 ml FK8562 2022/04/30 60
3
19745 |
COVID-19 2022/01/27
SARS-COV-2 2022/01/27 2022/02/07 2022/02/10
2022/01/24 COVID-19 2
2022/01/27
2022/02/07
2022/02/10

931




CovID-19

2022/01/24

2022/06/19

NTM

BNT162b2

FK8562

BNT162b2

CAPA

FK8562

932




2022/06/15 2022/06/19

€4591006
FAX
2 3
BNT162b2
COVID-19 COVID-19

933




19746

v2210001089 PMDA

2022/05/27 16 6

2022/05/28

2022/05/28

2022/05/29 22:30

2022/05/31

2022/05/29 22:30

2022/05/29 22:30

CovID-19 BNT162b2

1 COVID-19

2 COVID-19

2022/05/31 ;

2022/05/29 38

2022/05/31

2022/05/31

934




2022/05/29 2022/05/31

Blood creatine phosphokinase 59-248

2022/05/30 5101U/1; 2022/05/31
Blood creatine phosphokinase MB

Body temperature 2022/05/28 38
Chest X-ray 2022/05/29

C-reactive protein 0.0-0.14
2022/05/31 2.1mg/dl;

Echocardiogram 2022/05/29

;  2022/05/3

Electrocardiogram 2022/05/29

2022/06/10 ;

Fibrin D dimer

Myocardial necrosis marker

Troponin T

2022/05/29

2022/05/29 3531U/1

2022/05/29 261071 ;

2022/05/29 5.8mg/dl ;
54.7%
1 ;. 2022/06/10
22:30 ; 2022/05/29
ST
PR ;

2022/05/29 0.84ug/ml ;

22:30 ;

2022/05/29 0.573ng/ml

; ST

935




2022/05/27

2022/05/29 22:30

2022/05/29

2022/05/31

2022/05/27

2022/05/28

2022/05/29

22:30

2022/05/31

2022/05/29

38

2022/05/30 510

/ 2022/05/29

COVID-19

2022/05/31

2022/05/31

2022/05/31

936




/ 2022/05/29

2022/05/29

3 BNT162b2

937




BNT162b2

BNT162b2

2022/06/17

CovID-19

938




19747

2022/05/30 11:30 14
0.3 mL
14

COVID-19 1

COVID-19 2

2022/05/31

2022/06/02

2022/06/02

2022/06/02

2022/06/02

2022/06/03

2022/06/03

CovID-19 BNT162b2
FP9647 2022/10/31
COVID-19
COVID-19
2022/06/02 38.6
2022
2022

38.8

939




(2022/06/03)

(2022/06/03)
2022/05/31 38.6 38.8 2022/05/31
(2022/06/03)

(2022/06/03)

(2022/06/03) 1.09 mg/dL

(2022/06/03) (2022/06/03)

(2022/06/03) 67 %

(2022/06/03)

(2022/06/03) 75

(2022/06/03) 97 %

2022/05/30 11:30 1

(2022/06/03) 36.7

940




2022/06/03 CK-MB, BNP
2022/06/03
2022/06/03 ECG
2022/06/02
2022/06/02
2022/06/03
CK 2022/06/03
CK-MB 2022/06/03
CRP 2022/06/03 1.09 mg/dL
MRI
2022/06/03
67%
2022/06/03
2022/06/03

X-P

941




Vital BT 36.7 Sp02 97% HR 75

2022/05/30 11:30 0.3 cc
2022/05/31 38.6 38.8
2022/06/02 2022/06/03
2022/06/03
2022/06/03
NT162b2
2022/06/09
2022/07/01

942




19748

v2210001090 PMDA

2022/03/07 68 COVID-19
FL7646

COVID-19 COVID-19
COVID-19 COVID-19
2022/03/07
2022/03/24
2022

2022/03/07 36.4

2022/04/14
2022/03/24

BNT162b2
2022/05/31

68

943




BNT162b2

2022/06/21

944




2022/03/07

945




19750

€4591006

29 COVID-19 BNT162b2
2021/02/19 0.3ml EP2163
2021/03/12 2 0.3 ml
2021/05/31 2021/12/01 3
FK8562 2022/04/30 28

COVID-19
2022/02/21

SARS-CoV-2

2022/02/14

2022/02/21

2022/02/14

2022/02/20

2022/02/21 PCR

CovID-19

2021/05/31
EP2163
0.3ml

BNT162b2

946




BNT162b2

2022/06/19 BNT162b2

PFIZER-BIONTECH COVID-19

FK8562

NTM

CAPA

2022/06/15 C4591006
€4591006

2022/06/19

947




948




C4591006

2021/02/22 29 BNT162b2 EP2163
2021/05/31 0.3ml 29

2021/03/15 BNT162b2 EP2163 2021/05/31
0.3ml 29

2022/01/11 BNT162b2 / 0.3ml
3 29

19751
1994 2003

2022/02/17 2022/02/25

2022/02/15 ;

2022/02/17 ec

2022/02/14

949




2022/02/15 PCR

2022/02/17 PCR
2022/02/24
2022/02/25
2 11
ICU
ECMO
2022/06/07 /
6
QC
PR ID PR ID 5741000
-BIONTECH
EP2163
NTM
CAPA

950




covid-19

BNT162b2 /

2022/06/07

2022/06/15

(2022/06/24)

BNT162b2

C4591006

PCR

C4591006

BNT162b2 /

951




19753

C4591006

59 covid-19 BNT162b2
2021/02/19 1 0.3 ml
2021/03/12 2 0.3 ml
2021/05/31 2021/12/10 3
FK8562 2022/04/30 59
COVID-19
2022/01/24
2022/01/27 PCR
2022/02/07
COVID-19
bnt162b2 FK8562

EP2163
EP2163
0.3 ml

2022/06/23

FK8562

2021/05/31

2022/01/27

952




NTM

CAPA
BNT162b2
2022/06/15 C4591006
COVID-19
2022/06/23

953




19754

C4591006

67
2021/02/19

2021/05/31
/

2022/02/03 2

COVID-19 BNT162b2
0.3ml
2021/03/12 2 0.3ml
2022/01/13
67
COVID-19
BNT162B2
3

PMS COVID-19

2021/05/31
EP2163
0.3ml

2022/02/03

954




CovID-19

BNT162b2
BNT162b2
BNT162b2 /
2022/06/15
€4591006
2
COVID-19

955




19755

83 covid-19

/ : )

COPD

BNT162b2 /

BNT162b2(

83
(CRP)

(CRP)

956




2022/06/09

19757

2021/02/24 23
EP2163

2021/03/18 COVID-19

€4591006

COVID-19
2021/05/31 0.3ml

BNT162B2

2021/05/31 0.3ml

2021/12/10 COVID-19

BNT162B2

2022/04/30 0.3ml

23

2022/02/28

2022/02/28 CovID-19

BNT162B2

EP2163

FK8562

957




SARS-CoV-2 1 (2022/02/25) : (2022/02/28) ;

(2022/03/10)

COVID-19

COVID-19

2022/06/25 BNT162B2
BNT162B2 FK8562 2022/04/30

PFIZER-BIONTECH COVID-19

FK8562
NTM
CAPA
BNT162b2
2022/06/15 €4591006

958




2022/06/25

19760

2022/05/30 15:34 17

17

COVID-19

COVID-19

FN2726

PMDA v2210001099
2 COVID-19 BNT162b2
2022/12/31 3
1
COVID-19 1
COVID-19 2

17

959




2022/05/30 ;

2022/06/01 (2022/06)

1927
2022/06/01 ; 36.3 2022/05/30 ;
aVF ST 2022/06/01

2022/05/30

2022/06/01 L/D CPK 1927
aVF ST

BNT162b2

2022/06/01

2022/06/15

960




19765

v2210001496 PMDA

2021/06/16 11:00 85

FA2453 2021/08/31
85
EY2173 2021/08/31
11:00 2021/05/26
2021/06/17 06:00
2021/06/18
2021/07/01 13

2022/07/01

2021/06/17 06:00

BNT162b2

961




2022/06/02

BNT162b2

2022/07/01

BNT162b2

18 7

2021/06/18

01

2021/07/01

962




( 2021/06/16 11:00
2021/06/17 06:00

2022/06/16

2022/07/01

963




19766

€4591006

2021/02/24 36 COVID-19 BNT162b2
0.3ml EP2163 2021/05/31
2021/03/18 2 0.3nl EP2163
2021/05/31 2021/12/03 0.3ml
FK8562 2022/04/30 36
COVID-19 2022/02/03
SARS-COV-2 1 (2022/01/22) (2022/02/11) (2022/02/14)
(2022/02/03)
2022/01/22 2 COVID-19
COVID-19
BNT162b2
BNT162b2

964




BNT162b2 /
2022/06/15 4591006
) ID
/COVID-19
) COVID-19 PCR
COVID-19
PMDA
v2210001435
2021/08/15 10:16 70 70 COVID-19 BNT162b2
2 FF3622 2021/11/30
ACTH
ACTH .
19769 ’
2018
. 2018/10/19 :
2019/08 2019/09
’ 2021/03/20 -

965




CovID

2021/07/18
19

2021/09/12

2021/09/12

2021/09/12

2021/09/12

CovID-19

2021/08/16

2021/08/16

2021/08/16 20:00

ACTH

irAE ACTH
irAE
1 COVID-
2021/08/16

2021/09/12 /
2021/09/12

2021/08/16

2021/08/16

2021/08/16 20:00

2021/08/16 20:00

2021/09/12

966




27

7.2-63.3

2021/08/24 1.5
6.2-19.4
2021/08/24 0.63L;
2021/08/15
2021/08/20

2021/08/15

2021/08/17 4.39L;

2021/08/17 228H;

;  2021/08/17 1.5

2021/08/24 0.59L;
36.5

2021/08/24 1.5 ;

2021/08/24 0.67L;

2021/08/16

2021/08/17 278H; 20
; 2021/08/24 1.5

2021/08/17 1.32L;

2021/09/12

21/08/17 252;

2021/08/24 1.5 ;

2021/08/17 5.73L;

2021/08/24 0.75L;

967




2021/08/16

irAE

ACTH

ACTH

ACTH

IrAE

2021/08/16

2021/09/12

BNT162B2

968




2022/06/09

2022/06/20

969




19770

2021/12/24 39

2022/04/30

2022/09/08

2021/11/29

2021/02/22
EP2163

2021/03/15
EP2163

€4591006

2021/12/02

0.3ml
39
3
10

38
2021/05/31 0.3ml
38
2021/05/31 0.3ml

BNT162b2
FL1839

970




2022/02/09

2021/12/02

2021/12/24

2022/02/09

40

BNT162b2

10

10 /

-CoV-2

BNT162b2

2022/02/09

971




2022/06/21

C4591006

19771

2022/04 18 CovID-19

CovVID-19

2022/05/04

BNT162b2

972




2022 2022

/
4 BNT162b2
2

2022/05/04

10
2022/05/04

BNT162b2

BNT162b2 /
BNT162b2 BNT162b2

973




19772

€4591006

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

2022/01/22 ; 2022/01/722

BNT162b2
EP2163

EP2163
0.3 ml

2008/06

974




COVID-19

COVID-19

COVID-19

ECMO

CovID-19

ICU

975




PR ID

PFIZER-BIONTECH COVID-19

EP2163
NTM
CAPA
2022/05/18 BNT162B2
PFIZER-BIONTECH COVID-19
FL1839

PR ID 5741000

976




NTM

BNT162b2

19

LAMP

CAPA
covid-19 BNT162b2
/
2022/06/06
2022/06/07
PCR
2022/06/09

C4591006

C4591006

COVID-19

PCR

COVID-

977




2022/06/24

FL1839

C4591006

978




19774

v2210001106 PMDA

2022/05/17 40

COVID-19

2022/05/18
2022/05/22

2022/05/18

2022/05/18

2022/05/18

COVID-19 BNT162b2
40

COVID-19

2022/06/02 15

2022/05/18 530 mg/dl

2022/06/02

979




2022/05/22 4

2022/05 2022/06/02

BNT162b2
BNT162B2 /
2022/06/17
/
2022/06/18
2022/05/19 2022/05/18

980




19775

v2210001121

2022/05/28 16:00 16

2022/05/29 21:00

2022/05/29 21:00

2022/05/29 21:00

2022/05/29 21:00

/

2022

16

37.3 37.5

BNT162b2

PMDA

981




37.3 37.5

2022/06/02

1 (2022)37.3 37.5

2022/06/02 V2-6  1mm ST

2022/05/29 21:00

2022/05/30 2022/06/01

2022/06/02

2022/06/02

V2-6

BNT162b2

Imm ST

37.3 37.5

982




CovID 4

2022/06/02
V2-6  1mm ST
2022/05/29
BNT162b2
BNT162b2 /
2022/06/17

983




BNT162B2

V2-6

1mm

ST

( 1mm

ST

V2-

984




19778

v2210001137
2022/04/24 44 COVID-19 BNT162b2
FR4768 2022/11/30 3
2022/04/24 3 BNT162b2
FR4768 2022/11/30
CovID 4
2021/10/03 BNT162b2 FJ7489
2022/04/30 CovID-19
2021/10/24 2 BNT162b2 FK7441
2022/04/30 CovID-19

2022/04/24 19:00

2022/04/27
2022/05/06 9

2022/06/03

PMDA

44

985




2022/04/24 3

2022/04/24

2022/04/27

2022/04/27 CRP C- WBC

CRP 8.78 WBC

2022/05/06

2022/05/06

2022 /04727
BNT162b2

2022/06/10

CcT

6500

2022/05/06

410

CT

986




2022/06/17

987




19780

2021/08/20 41 COVID-19
FF4204

stage G5D
HbAlc 5 6 ;

CovID 4

2021/07/27
2021/07/27

BNT162b2
2021/10/31 41

2021/07/27

2021/07/27

2021/07/25 COVID-19
2021/10/31

2021/08/21
/ ;

2021/08/21

2021/07/27

EY0572

988




2021/08/21

24

2022/05/25

24

BNT162b2

989




2022/05/25

A -1 0;
B 2 4 S0;
C 5 SO 5 S0;
D 5 SO 5 S0;
E 5 SO 5 SO
3.8
2021/09/29
[1] 100mg
20mg 1 [4]
[11
[2]
2021/10/05
2
1 1 28
2021/10/05
1 2.59

4.6

1 I
5mg 1

[2]

50mg

63

50mg

[31

50mg

500mg 1

20mg 1 1

5mg
63

50mg 2

4

1 1

[31

[4]

990




2022/05/13

2022/06/01

; EUA

50
50 2021/07/27

991




v2210001504 PMDA v2210001565 PMDA v2210001504
PMDA v2210001565 PMDA

2022/06/04 08:30 69 COVID-19 BNT162b2
FM7534 2022/10/31 69
; ; : / 2018/03
19782
COVID 4
P fizer-BioNTech COVID-19 SARS-Cov-2

2022/06/04 08:42
2022/06/06 74/44, ;

2022/06/04 08:42

2022/06/06 ;

992




2022/06/04 08:42
2022/06/06

2022/06/04 08:42
2022/06/06 ;

2022/06/04 08:42
2022/06/06

2022/06/04 08:42

2022/06/06

2022/06/04 08:42

2022/06/06

2022/06/04 08:42
2022/06/06

2022/06/04 08:42
2022/06/06

2022/06/04 08:42
2022/06/06

2022/06/04 12:30
2022/06/06

2022/06/05

2022/06/04 2022/06/05

2022/06/04 08:42( 12 )

993




2022/06/04 2022/06/05

/
/
v
10 70 JCS 11
74/44 61
80
mg 0.3mg
90
2022/06/04 12:30 4
/ 1
1 major
2022/06/05
2022/06/11

994




2022/06/09

2022/06/20

BNT162b2

2022/06/05

/

995




19787

v2210001110 (PMDA), v2210001111 (PMDA). v2210001110
(PMDA), v2210001111 (PMDA).
2021/05/21 74 6 covid-19 BNT162b2
EY5420 2021/08/31 1 (74
)
BAD
04/24  04/29 05/01
05/14
2021/05/01 2021/05/06
2021/05/04 2021/05/10
2021/05/09
covID 4

2021/05/21 05:00

2021/05/24 3

2021/06/15 25

996




2021/04/22 04/24 04/29

2021/05/01 05/01 05/14
2021/05/21 05:00-06:00
MRI
2021/05/24
MRI
2021/05/24 MRI
2021/05/24 249000uL 158000-248000uL
06/15

2021/05/24 2021/06/15
NT162b2

BAD

2022/06/17

997




19788

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

998




200/110;

140/115

2022/05/06

2022/05/06

PRID

PRID6447646

NTM

210/110; 212/128; 130/85;

2021/05/25 210/110; 2021/05/25 191/110;

2022/05/16

PFIZER-BIONTECHCOVID-19

FK0108

CAPA

140/90;
2021/05/25

999




2022/06/09

19790

v2210001112 PMDA

2021/08/29 11:55 29

covid-19 BNT162b2
FF3620 2021/11/30 28
2019711 : 2021/05/11
1 2021/07/15

1000




2021/08/08 12:13 1 EY0573

2021/09/30 : CoVID-19
2021/11 ;
2022/02/15 1gA ;
2022/02/15 ;
2022/02/15
2022/02/17
1gA
2022/04/25: : ;
A: (++) 6/6;
G: (-) 0/5;
M: (+) 6/6;
2022/02/17 1gA ;

1001




2021711717 +/-

2022/02/17 3+

2022/02/18

2020

2021/08

11

2022/02/15

COVID-19

04/29

05/20

COVID-19

mRNA

02/18

02/17

1002




2021/08 1

11/17

02/18

2
27
0
0
1 0 1
2
Azan

5%

04/25

C3

1003




2022/04/09 11:07 CovID-19 : 000028A 3

2022/06/10

2022/06/22

1004




02/29

04/29

1005




PMDA v2210001339

; 2022/04/05 63 COVID-19 BNT162b2
FN9605 2022/08/31 0.3ml 3

; 2019 2019

19793
2021/09/08 COVID-19 1 BNT162b2 FF9944

; 2021/11/30

; 2021/09/29 COVID-19 2 BNT162b2 FJ1763
2022/04/30 2021/11

; 2022/04/05 /

2022/04/05

; 2022/04/05

; 2022/04/05

2022/04/05

2022/04/05

1006




2022/04/26

2022/05/28

2022/05/28

2022/05/28

2022/05/28

2022/05/30

2022/05/30

2022/05/30

ng/ml

2022/05/30

2022/06/03

CT

CT

SP-D 136

2022/05/30

1007




CovID 4

2022/04/05 3

2022/04/26

2022/05/11 CT VIP

MPO-ANCA 88.21U/ml 3.4; WBC 21660/mm3

3400 9400;CRP 16.36mg/dl 0.3; KL-6

2301U/ml 499; SP-D 42 .6ng/ml 109;
VIP

2022/05/18 HPO-ANCA
(RPGN)
MPA

1008




2022/05/28

2022/05/30 CT

- (HFNC)

KL-6 203 U/mL SP-D  136ng/ml WBC, 32550/mm3; CRP, 25.89
mg/dL; LDH, 253 1U/L

2022/06/03 WL g/ 3
PSL8O mg/ HFNC AZM 500 mg/  +
/ (TAZ/PIPC) 1.5 g x 3/
2022/06/03
/

2022/05/30 2022/06/03
BNT162b2

1009




COVID-19

COVID-19
COVID-19 MPA
BNT162b2 /
2022/06/24 PMDA
PMDA v2210001339
/ /
/ 2022/04/05 /
2022/05/28
2022/06/29
/ ;

1010




1011




19795

v2210001503 PMDA

2022/05/31 17:06 12

FN9605 2022/11/30
12
/ 6159
6159
/ 2010/01/01
FN9605

2022/05/10 16:59

2022/06/01 06:00

2022/06/01 06:00

2022/06/01 06:00

BNT162b2
2
2010/01/01
2022/11/30
2022/06/03
2022/06/01
2022/06/03
2022/06/01 2022/06/03

37.4

1012




2022/05/31 36.7 2022/06/01

25kg 2010/01/01 615g
6159
2022/05/31 36.7
2022/06/01 06:00 37.4
2
2022/06/03
2022/06/03
2022/06/01 2022/06/03
BNT162B2
4
2

37.4

1013




2022/06/01

/ 2022/06/01
BNT162b2

2022/06/01

2022/06/01 2

2022/06/03

2022/06/10

2022/06/20

2022/06/03

1014




19796

90 COVID-19 BNT162B2

COVID-19

(TTP)

CovID-19
2022

33 @2 ) 245

1015




(LD)

BNP

ADAMTS13 activity assay: 0.5 ; ADAMTS13 inhibitor screen assay: 2, notes:
BU/mL; Blood lactate dehydrogenase: ; Brain natriuretic peptide: ; Platelet

count: ; Red blood cell schistocytes:

(TTP)

90
90

1016




ID: (169431)

15 COVID-19 BNT162b2 /

19799
/
ID 169431
2021/07/08 78 COVID-19 BNT162b2
FC5295 2021/09/30
19800
1 FA2453 2021/08/31

2021/06/17 COVID-19

1017




2022/02/23 3

19801

v2210001144

2022/06/04 11:50 78

FM7534
COVID-19 COVID-19
COVID-19 COVID-19
COVID-19 COVID-19

2022/06/05 18:00

2022/06/05 18:00

CovID-19
2022/10/31

4

BNT162b2

PMDA

78

1018




2022/06

2022/06

2022/06/04 36.5

2022/06/05 18:00

bnt162b2

19802

53 covid-19

2021/09/16 1

2021/10/07 2

2022/04/05 COVID-19

2022/04/05

BNT162b2

1

2021/09/16 2

2021/10/07

1019




1 2021/09/16 2 2021/10/07 2022/04/05

BNT162b2 /
HCP
ID (169431)
2021/09/07 BNT162b2
/ 2021/09/28 BNT162b2
/
2022/04
2
19803
2 3
9 2 9
3
4

1020




2022/04/17

/
« ) PMDA
1v2210001152
2022/03/06 58 COVID-19 BNT162b2( /
3 ( ) 58 )
Covid-19 Q ) COVID-19
19804 Covid-19 2 ) COvVID-19
38
2022/03/06 ( )
/ / ;
2022/03/06 ( ) (
2022/03/06 ( ) (
2022/03/06 ( )

1021




NOS

2022/03/13
/
2022/03/13
/
/
2022/04/14
2022/03/06 3
1
(
( )
BNT162b2
CovID 4
CovID 2
2022/04/14 NCS

BNT162b2

1022




2022/03/06

2022/03/13

2022/03/06

2022/04

2022/05/16

2022/05/23

BNT162b2

38

1023




( 2022/03/08

19805

3 2022/03/06 3
2022/06/27
NCS
PMDA
v2210001162
2022/04/26 10:30 36 BNT162b2

3
2022/12/31 36

FN2726

1024




2022/04/26 10:40

2022/04/26 10:40

2022/04/26 10:40

2022/04/26 10:40

2022/04/26 10:40

2022/04/26 10:40 1

2022/06/07

1 BNT162b2

1025




235 2022 Vol:235 pgs 18 SARS CoV 2

LGI 1 1
2021/09 81 COVID-19 BNT162b2 2

/

1 COVID-19
LGI 1
LGl 1
19806
Blood sodium: 118 mg/dl, : ; CSF cell count: ; anti-LGI-1 antibody:
; score of 8, : ; MRI : : (

); Protein total:

BNT162b2

2022/05/24

2022/06/06

valid

1026




19807

ID (169431)

73 COVID-19 BNT162b2
/ 2 2021
2022/03/01 /
2022/05
2022/05
2022/05 (2022)
2022/05 (2022)

1

2021

1027




2022/03/01 3

2022/05
10
1 4
BNT162b2
/
ID (169431)
73 COVID-19 BNT162b2 /
2 /
19808
2022/02 COVID-19 COVID-19 mrna  mrna 1273 COVID-19

3

/

1028




2022/05

2022/05

2022/02

2022/05

COVID-19

BNT162b2

1029




19809

2022/06/08

61

40

ACTH stimulation test F

Valid
98 1 336 2022
ACTH 1
COVID-19 BNT162b2 /
Day X-3
1 CoVID-19

40

Blood corticotrophin 8.6 pg/mL Blood cortisol

2.8 ug/dL Blood glucose 62 mg/dL Day X-1 82mg/dl PG.

Blood luteinizing hormone

Blood pressure measurement 111/77 mmHg Blood

sodium 111 mmol/L Na 115 mmol/L Na
Na Body mass index 22.5 kg/m2 Body
temperature 40 Day X-1 38.9 Coma scale 1-1 Computerized
tomogram Corticotropin-releasing hormone stimulation test ACTH
Heart rate 111 / medical examination

1030




Magnetic resonance imaging T2 low

Somatotropin stimulation test Thyroid releasing hormone challenge test
White blood cell count 4280/mm3 Eo 0.2%
CovID-19
CovID-19
ACTH
40 BNT162b2
ACTH BNT162b2
/

19810

Progress of Digestive

Endoscopy 2022 101(S) s109

10 COVID-19 BNT162b2 /
2

COVID-19 COVID-19

1031




110/65mmHg

36.8

10.4g/d1

92 /

1032




19811

v2210001123 PMDA

2022/05/29 11:17 15

Covid-19 1

Covid-19 2

covid-19 BNT162b2
FP9647 2022/10/31 15

COVID-19 ;

COVID-19

2022/05/29 11:25

2022/05/29 11:25

2022/05/29 36.1
30 11:32; 2022/05/29 300
2022/05/29

2022/05/29 11:32

11:49; 2022/05/29 300
11:25

2022/05/29 20-

1033




2022/05/29 11:25

2022/05/29

11:25

11:32

11:49 JCS 111 300

JCS 111 300

JCS 11 20-30

bnt162b2

1034




19812

v2210000945 PMDA

2021/08/05 53 COVID-19

FC9880 2021/09/30
COVID-19
CovID 4

2021/08/05
2021/08/06 19:40
5
2021/08/06

BNT162b2
53

2021/08/07

2021/08/07

2021/08/06

2021/08/11

1035




BNT162b2

53

2021/08/05

2021/08/06

2021/08/06 CT

2021/08/06 19:40

3A (1000) 1A

2021/08/07

2021/08/07 1A

2021/08/11

2021/08/11

BNT162b2

2022/05/31

2022/06/06

2021/08/06

1036




1037




19813

v2210001171 PMDA

74 74
2021/06/25 1
2021/07/16

2022/02/10

2022/02

2022/02

2022/02

2022/02/10

PMDA

BNT162b2
EY3860 2021/08/31
EW0203 2021/09/30

1038




2022/03/08

2022/06/07

1

B2VG

10mg
05/24

6mg

bnt162b2

1039




19814

31
2021/02/22

2021/03/17 2

2021/12/14 3
2022/04/30 31

2022/02/19

COVID-19

SARS-CoV-2

C4591006

COVID-19 BNT162b2
0.03mg EP2163 2021/05/31
0.03mg EP2163 2021/05/31

/ FJ5929
2021/11/05 31
COVID-19
2022/02/22 COVID-19
2022/02/21 2022/02/21

1040




2022/02/19 3 2 5

2022/02/21 3 2 7 SARS-CoV2
PCR
2022/02/22 3 2 8
SARS-CoV2
ICU
ECMO
COVID-19
SARS-CoV2
COVID-19

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

1041




SARS-CoV-2

COVID-19

2022/06/13 BNT162b2

PFIZER-BIONTECH COVID-19

EP2163

1042




NTM

PFIZER-BIONTECH COVID-19

NTM

BNT162b2

2022/06/13)

EP2163

CAPA

CAPA

/LOE

1043




2022/06/24

C4591006

PCR

SARS-CoV-2 PCR

1044




19815

2021/02/25 36
1

2021/03/18

2021/05/31

2021/12/14
2022/04/30

2022/03/01

2022/03/02

37.2

2022/03/03

2022/03/06

2022/03/07

2022/03/18

ICU

€4591006

CoVID-19
30ug EP2163
2 30ug
3
36
2022/03/01
38.2
37.0
SARS-CoV2

BNT162b2

2022/05/31

EP2163

FJ5929

PCR

1045




ECMO

COVID-19 /
/
/
SARS-CoV2
COVID-19
2022/03/02 37.2 ; 2022/03/03 38.2
SARS-CoV-2 2022/03/02
COVID-19 BNT162b2
BNT162b2 /
2022/06/24 €4591006
PCR
2022/03/01 3
2
2021/03/15 2021/03/18

; 2022/03/06

2022/03/02
1

37.0

1046




v2210001146 PMDA

2021/05/14 42 COVID-19 BNT162b2 2
EY2173 2021/08/31 42

; COVID-19 38.0 - 38.9

19816

2021/05/14 /

2021/05/16 1gA 1gA /1gA

2021/06/16 /

2021/06/16 /

1gA 2021/06/18
2021/07/27 39

1gA /1gA

1047




1gA

36.9 ;

2 1gA

06/17

1gA 06/30

2021/05/14
2021/06/10
2021/06/16
1gA
2021/05/16
2022/05/30
2021/05/14
06/10
06/16
PSL
BNT162b2

PSL

2021/06/18 2021/07/27

1048




COVID-19

1gA

COVID-19

19817

39

COVID-19

BNT162B2

0.3ml

1049




2022

BNT162b2

2021

1

0.3ml

39

1050




19818

1CH- 2022/06/03

79 covid-19 CovID-19 - 2021/06/03
1 / 2021/06/28 2 /
79
2
2018
[ ] 2
COVID-19 2022/04/27
2022/04/27 COVID-19 / COVID-19

2022/04/28 3.4

2022/04/26
2022/05/06 WBC
PT PTT D-
T
2022/04/27
CcT
C- 2022/04/28 0.50
D 2022/04/28 2.0 ug / ml

2022/04/28 D-
INR B
COVID- CXR

2022/05/06 1.8 ug / ml

1051




2022/04/28

B
2022/05/06
IL-6
SARS-CoV-2 2022/04/25
PCR SARS-CoV-2
2022/04/28
covid-19
COVID-19
COVID-19
79
2021/06/03 1
2021/06/28 2
2022/03/30
2022/03/31

2022/04/25 COVID-19

2022/04/27 COVID-19

2022/04/26

BNP

CRP ESR

2022/04/27

2022/04/27

2022/03/30

2022/04/12

GFR

LDH

2022/04/02

RT-PCR

2022/03/31

1052




2022/04/28 D-

2022/04/27 CT

2022/05/06

2022/04/27 COVID-19 COVID-19

2022/05/07

SARS-CoV2 RT-PCR

SARS-CoV2

SARS-CoV2

ECMO

COVID-19 /

COVID-19 2022/04/27

2022/04/27 PCR SARS-CoV-2

2022/04/27 COVID- CXR CT

2022/04/28 WBC

3

COVID-19

1053




PT PTT D- INR B

D- 2.0ug /7 mL 2022/05/06 D-
1.8 ug / mL
2022/04/28 GFR

B BNP

3.4
2022/04/28 CRP ESR LDH

IL-6 CRP 0.50 2022/05/06
2022/04/28
SARS-CoV2
COVID-19
/
2022/06/03
COVID-19

1054




19819

(169431)
37
COVID-19
1
COVID-19
2
2022/05/10
2022/05/10
12
5 10 37 ALS

BNT162b2

BNT162b2

ALS

1055




19820

: v2210001163

2022/02/11 62 7
/

COVID-19 1

COVID-19 2

2022/02/11 (

2022/02/17 (

2022/02/17

2022/02/24
/

2022/02/24 (

2022/02/25

2022/02/25 (

Anti-melanoma differentiation-associated protein 5 antibody positive: (2022/03/02)

C ) PMDA

COVID-19 BNT162b2(
62 )
) CovID-19 ;
) CovID-19
37 ;
)
) ;

positive; Biopsy: (2022/03/03) Dermatomyositis, 1 2022/03/03

3/9

; Blood test: (2022/02/25) unknown results; Body

temperature: (2022/02/11) above 37; Chest X-ray: (2022/02/24)

1056




2022/02/11

2022/02/17

2/24

2022/02/25

2022/03/02

2022/03/03

2022/03/07

2022/03/08

BNT162b2

3mg

COVID-19 (
MDAS
3/9
C ) ( )
« ) BNT162b2
/

)3

37

1000mg)+

1057




ID 169431)
2022/06/06 57 COVID-19 BNT162b2
FM7534 2022/10/31 57
1 FE8162 2021/11/30
’ 2021/09/01 56 COVID-19 :
’ 2 FE8162 2022/02/28
2021/09/22 56 COVID-19
19821 :
2022/06/07 37.5
’ 38.5 / 37.0
’ 2022/06/08 :
/
37.5 / 385
/

1058




2022/06/06 3

37.5
2 38.5 37.5
37.0
2
2 3 3
37.0
37.0 ; 2022/06/07 37.5 ; 2022/06/07 38.5
2022/06/07 37.0-37.5

1059




1060




19822

v2210001175
2022/05/17 87 87 11
BNT162b2 3
2022/11/30 87
2016
2021/09/15
FD0349 2022/01/31

2021/10/06 2

FF2782 2022/02/28
2016
2022/05/17 3
CovID 4
2

1
COVID-19

2
COVID-19

PMDA

FT8584

1061




2022/05/18

2022/05/19

2_.47mg/dl

2022/05/19

2022/06/07

Ho 5.5g/dl

4+

21

3+

(T-Bil 7.49mg/dI

Hb
2022/05/23
/
2022/05/19
BNT162b2
BNT162b2

2022/06/07
69000/ul

Cre

9.5¢/dl

1062




2022/06/16

2022/06/27

1063




19823

"Graves" Disease after Administration of Severe Acute Respiratory Syndrome
Coronavirus 2 (SARS-CoV-2) Vaccine in a Type 1 Diabetes Patient” Internal Medicine,

2022; Vol:61 (10), pgs:1561-1565, DOI:10.2169/internalmedicine.9231-21

31 BNT162b2 BNT162B2 /
1
1 ; ;
23 ;
; 27
3,162g ;
1 1mg; 26
CSlHi
1

Alanine aminotransferase (7-23): 13 uiU/L, : Units: U/ZL, X -8; 14 uiU/L,

: Units: U/L, X -14; 20 uiU/L, : Units: U/L, X +21; 86 uiU/L, o Units:
U/L, X +28; 32 uiU/L, > Units: U/L, X +3; Albumin globulin ratio (1.1-2.3):
1.9, X -8; 1.8, X -14; 1.7, X +21; 1.5, o X +28; 1.7,

: X +3; reduced; Anti-GAD antibody: 141, o Units: U/mL, ; Anti-
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thyroid antibody: ; Anti-thyroid antibody (normal high range 28): 205 1U/ml,

; 82 1U/ml; ; Anti-thyroid antibody (normal high range 16): 481 1U/ml;
Anti-thyroid antibody: 10.1 %, : ; Aspartate aminotransferase (13-30): O,
o Units: U/ZL, X -8; 12, o Units: U/ZL, X -14; 18, o Units: U/ZL, X
+21; 62, : Units: U/ZL, X +28; 21, : Units: U/L, X +3; Blood albumin
(4.1-5.1): 4.6 g/dl, X -8; 4.4 g/dl, : X -14; 3.3 g/dl, T X +21;
3.6 g/dl, : X +28; 4.1 g/dl, : X +3; Blood aldosterone (4.0-82.1): 57.1
pg/mL; Blood alkaline phosphatase (38-113): 66, : Units: U/L, X +21; 97,
: Units: U/L, X +28; 166, : Units: U/L, X +3; Blood bilirubin (0.4-1.5):
0.8 mg/dl, : X +28; Blood catecholamines (normal high range 100): 10 pg/mL;

Blood catecholamines (normal high range 20): Less than or equal to 5; Blood
catecholamines (100-450): 41 pg/mL; Blood corticotrophin (7.2-63.3): 29.3 pg/mL;
Blood cortisol (7.07-19.6): 11.5 ug/dL; Blood creatine phosphokinase (41-153): 62

uiU/ZL, o Units: U/ZL, X -8; 61 uiU/L, o Units: U/ZL, X -14; 43 uiU/L,
o Units: U/ZL, X +21; 44 uiU/L, : Units: U/L, X +28; 42 uiU/L, o Units:
U/L, X +3; Blood follicle stimulating hormone: 4.29, > Units: mlU/mL; Blood

glucagon: severely impaired beta cell function; Blood glucose (normal high range
200): 252 mg/dl; 130 mg/dl, X -8; 142 mg/dl, : X -14; 369 mg/dl,
X +21; 317 mg/dl, X +28; 381 mg/dl, : X +3; Blood glucose:
X 41, ; Blood glucose: 366 mg/dl; 124
mg/dl, : 1 ; 169 mg/dl, : 1
; Blood growth hormone: 0.30 ng/ml; Blood ketone body: ; Blood luteinising
hormone: 6.01, > Units: mlU/mL; Blood prolactin (6-12-30.54): 17.9 ng/ml; Blood
thyroid stimulating hormone (normal high range 2.0): 11.9 1U/I, DX +28;
Blood thyroid stimulating hormone: less than 0.01; 2.35 uiU/mL, : X -8; less
than 0.005, : X +21; less than 0.005, : X +28; less than 0.005, X
+3; Dehydroepiandrosterone test (23-266): 236 ug/dL; Gamma-glutamyltransferase
(9-32): 8, o Units: U/ZL, X -8; 10, : Units: U/L, X -14; 11, : Units:
U/L, X +21; 25, o Units: U/ZL, X +28; 28, o Units: U/ZL, X +3;
Glycosylated haemoglobin: 12.2 %; remained at 8 to 9; Haemoglobin (11.6-14.8): 12.9
g/dl, : X -8; 14.1 g/dl, : X -14; 12.4 g/dl, X +21; 13.6 g/dl,
DX +28; 14.2 g/dl, : X +3; High density lipoprotein (48-103): 78 mg/dl,
X -8; 75 mg/dl, X -14; 44 mg/dl, X +21; 51 mg/dl, o X
+28; 89 mg/dl, : X +3; HLA marker study: 240201 020101, B5401 5601, DRB10405
RB1, : 0405, DPB10501 PB10501,DQB10401 QB1 0401; Insulin C-peptide: 0.37 ng/ml,
1 ; 0.52 ng/ml, : 1 ;
undetectable; Insulin-like growth factor: 132 ng/ml, : -1.8 SD; Low density
lipoprotein (65-140): 127 mg/dl, X -8; 127 mg/dl, : X -14; 67 mg/dl,
X +21; 100 mg/dl, X +28; 128 mg/dl, : X +3; Platelet count
(158-348): 335 x10 3/mm3; 321 x10 3/mm3; 327 x10 3/mm3; 34.2 x10 3/mm3; 42.8 x10
3/mm3; Protein total (6.6-8.1): 7.0 g/dl, : X -8; 6.8 g/dl, : X -14; 5.3
g/dl, : X +21; 6.0 g/dl, : X +28; 6.5 g/dl, : X +43; Renin (0.2-
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2.3): 1.9, > Units: ng/mL/h; : ,
; Thyroglobulin (30-117): 56 mg/dl, : X -8; 53 mg/dl, : X -14;
107 mg/dl, X +21; 93 mg/dl, X +28; 107 mg/dl, X +3;
Thyroglobulin (normal high range 33.7): 5.4 ng/ml; Thyroxine free (0.9-1.7): 1.34
ng/dL; 0.92 ng/dL, : ; X -8; 7.47 ng/dL, T X +21;
greater than 7.77, X +28; 1.03 ng/dL, : X +3; Tri-iodothyronine free:
1.34 ng/dL; Tri-iodothyronine free (2.3-4.0): 2.16 pg/mL; 2.89 pg/mL,
; X -8; 28.7 pg/mL, : X +21; greater than 32.5, T X +28;
4.20 pg/mL, DX +3; : s
; , > ( ); Urine ketone body: ;

( 5 kg); White blood cell count (3300-8600): 7540 /mm3, o X -8; 3990
/mm3, : X -14; 3790 /mm3, o X +21; 3940 /mm3, : X +28; 6330 /mm3,
DX 43,
20
5kg
-BioNTech
-CoV-2
-BioNTech -CoV-2
5-8 2 8
-BioNTech -CoV-2 28
X +1 TDD
2 X
+21 X +28
/ X +28
X +21 2 X + 28

-BioNTech SARS- CoV-2

1066




RNA RNA ASIA
-BioNTech -CoV-2
-BioNTech mRNA -CoV-2
1
20% 25% 50%
HLA-DPB1*0501
3.16 HLA-A*2402
0.62 AISA (16) HLA-DRB1*0405
DQB1*0401
ASIA
-CoV-2
-BioNTech -CoV-2
1
-CoV-2 ASIA
/
; v2210001177 PMDA
2022/05/20 16:30 17 BNT162b2
; FN9605 2022/11/30 3
19824 17
2
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2022/05/20 16:30

2022/05/20 16:30

2022/05/20 16:30

2022/05/20 16:30

2022/05/21

2022/05/20 16:30

2022/05/20 16:30

2022/05/20 16:30
sBP 59 mmHg

2022/05/20 59 mmHg;

2022/05/21

2022/05/21

2022/05/21

2022/05/21

2022/05/21 ;

2022/05/21

2022/05/20 2022/05/21

2022/05/20 36.5

59mmHg
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19825

v2210001153 PMDA

2022/03/26 52 3 covid-19
FL1116 2022/06/30
)
covid-19 Covid-19 1
2022/03/26 36.1
2022/03/26 14:30
2022/03/26
2022/03/27 1

BNT162b2

2022/03/27

(52

1069




14:30

14:40

14:45 Sp02 98%

14:49

NT162b2

100mg

3L

0.3mg

2022/03/26

148/109 Sp02 99%

147/98 Sp02 98%

2022/03/27
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19826

2021/08 56

2022/02

2022/02

2022/03

SARS-CoV-2

COVID-19

COVID-19

BNT162b2

HCP
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2022/02

2022/03
COVID-19
2021/08 1 3 2
2022/02 COVID-19
10
2022/03 CovID-19
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19827

v2210001176

2022/02/05 10:00 71

3
2022/08/31 71
5mg
2010
5mg
COVID-19
1
COVID-19
2
CovID 4
2
2022/02/18
2022/02/18

BNT162b2
FM3289
40mg
40mg
BNT162b2
BNT162b2
2022/02
/ /
2022/04/09
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2022/04/09

PRES

2022/04/09 10:00

2022/06/01

2022/04/09

2022/04/09

2022/05/02

2022/04/09

2022/04/20

2022/05/12

2022/04/09
53
2
D-dimer 0.78ug/ml
PLT 202,000/uL
CcTv
MR
4 0.123
(
)

2022/04/09

1.00

Dwl FLAIR

0.400

ADC
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2022/04/09 10:00

2022/02/18

2022/02 2022/04 2

2022/04/09

2022/06/01

2022/04/09 2022/06/01
BNT162b2

RNA

2022/04/09

BNT162b2

2022/02/05 3

2022/02/18

1075




2022/04/09 10:00 MRI
DWI  FLAIR  ADC
PRES
AST ALT plt
PF4
2022/06/16
2022/06/24
ID (169431)
19828 30 COVID-19 BNT162b2
2021/10/14 FJ1763 2022/04/30
2021/11/04 2 FK8562 2022/04/30
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COVID-19

PFIZER-BIONTECHCOVID-19

NTM

CAPA

2022/06/09

FK8562

2022/03/22
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19829

PMDA v2210001179 PMDA

2022/03/07 15:00 66

3
66

2021/06/10
EY5420

2021/07/01
FC5947

2022/04/20

2022/04/20

2022/04/20

2022/05/08

2022/04/20

1
FN2723
1
2021/08/31
2
2021/09/30
2022/05/12

BNT162b2
2022/07/31
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2022/04/20 2022/05/08
2022/05/12 19/ 3
40mg/ 35mg/
2022/06/07
2022/05/12
BNT162b2
( PMDA
1v2210001211
2022/05/29 11:00 53 COVID-19 BNT162b2(
:FT8584 :2022/11/30 2 53 )
(
)
19830
2022/04/10 11:00 ¢! :FN9605
2022/08/31) COVID-19
36.0

2022/05/29 11:00 2
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2022/06/03 14:00

2022/06/03

ST

MRI

0.253ng/mL
CRP ESR 1

2022/06/04

I 11 avF Vvi-v4
2022/06/03
2022/06/03 D-
CK 917U/L CK-MB 133U/L
(2022/06/03 2022/06/04
)

CRP

ST

)

EF 52%

2022/06/04

BNT162B2

1080




PMDA

PMDA

2022/06/15

2022/06/24

2022/06/30

v2210001394

v2210001394
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CK 917

CK-MB

133

19831

2022;vol 76(5) pgs 13-18

2021 COVID-19

2021

COVID arm

BNT162b2

COVID-19
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2021

2021

2021

2021

BNT162b2 2
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19832

v221000156

2022/06/03 18:00 43

2021/09/01

2021/10/06

2022/06/03

4 PMDA v2210001764

PMDA

v2210001564 PMDA v2210001764 PMDA

CovID-19

COVID-19

COVID-19

2022/06/04 17:00

NOS

2022/06/04 17:00

2022/06/04 17:00

2022/06/04 17:00

36.3

BNT162b2
FM7534

2022/06/04 17:00

3
2022/10/31 43
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2022/06/03 18:00 CovID-19 BNT162b2

FM7534 2022/10/31 1
6/21
CovID 4
2
BNT162B2
BNT162B2
2022/06/21
2022/06/25
2022/06/20
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2022/06/27

v2210001764

PMDA
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19833

v2210001164 PMDA

2022/03/23 12:30 34 COVID-19

FN2723

COVID-19

COVID-19 2

2022/03/29 22:00

2022/03/30 22:00

2022/04/01

BNT162b2 3
2022/07/31 34

2022/06/07

2022/04/05

2022/04/05

2022/04/01 390 1U/1

MB

2022/03/23 36.6

C- 2022/04/01 6.88mg/dl

5

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

2022/04/01 62.5%

2022/04/01
ST T

D 2022/04/01

2022/04/01

T2
T1

T 0.014 2022/04/01 1.230ng/ml

2022/03/30 03/31 30

2022/04/01

CK T

MRI

2022/04/01

T 1.23ng/ml ;

CK  390U/L ;

MB CK-MB 25.7U/L

C- CRP 6.88mg/dl ;

1088




MRI

2022/03/29

2022/03/30

2022/04/01

T1

ST

2022/06/24

T2

62.5%

BNT162b2

MRI
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NSAIDs

2022/04/05

2022/06/04 NSAIDs

NSAIDs

BNT162b2

CovID 4

2022/06/14

2022/06/24

CK-MB
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additional doc

JP E2B
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19834

"Fulminant Myocarditis 24 Days after
Coronavirus Disease Messenger Ribonucleic Acid Vaccination: A Case Report",
Internal medicine, 2022; pgs:10.2169/internalmedicine.9800-, DOI:10.2169/internal
medicine.9800-22.

60 BNT162b2 BNT162B2 /

40

24

24

24

Activated partial thromboplastin time: 34_4 seconds; Alanine aminotransferase: 257
1U/1; Angiogram: suggested unremarkable findings; Angiotensin converting enzyme:
myocytes were ; Antineutrophil cytoplasmic antibody (normal high range 3.5):
1.0 ; Antinuclear antibody: 160; Antinuclear antibody (normal high range 10):
1.4 1U/ml; Antinuclear antibody: 10.0 ; Aspartate aminotransferase: 192 1U/1;

Base excess: 0.4 mEg/l;
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, : D3 B 4  (C) cb8 (D)  CD68

(3] CD20 (200) @) ; Blood albumin: 3.1 g/dl; Blood
alkaline phosphatase: 210 1U/1; Blood beta-D-glucan: 5.5 pg/mL, : 20.0 ;
Blood bicarbonate: 21.9 mEq/l; Blood bilirubin: 0.5 mg/dl; Blood calcium: 8.2
mEq/1; Blood chloride: 99 mEq/l1; Blood creatine phosphokinase: 548 1U/I; normal;
Blood creatine phosphokinase MB: 46 1U/1; Blood creatinine: 1.14 mg/dl; Blood
glucose: 121 mg/dl; Blood lactate dehydrogenase: 542 1U/1; Blood lactic acid: 2.1
mmol/L; Blood potassium: 3.8 mEg/l; Blood pressure measurement: 97/72 mmHg; Blood

sodium: 135 meg/l; Blood triglycerides: 93 mg/dl; Blood urea: 11 mg/dl; Blood uric

acid: 4.1 mg/dl; Body mass index: 22.8, : kg/m2; 37.0 ; Cell
marker: , : B cell; , T cell; , : ;

) : Al6, A7, B1, B2, B3, B4, B5, B6; C-reactive
protein: 1.41 mg/dl; 1.42 mg/dl; 1 24.2, 2.0 ;
0.64, : 0.80 ; ; DNA antibody (normal high range 25): 10 ; Double

stranded DNA antibody (normal high range 12): 10 ;
(B, end diastolic phase of parasternal long-axis view; C, end-

systolic phase of the parasternal long-axis view); : ,
3, 6, 7, 11, 12; Ejection fraction: 23 %; 68 %,

, 1 1 avk Vv1-3 ; 1 20, : 10

; 10 ; : ; Fibrin D dimer: 2.7 ug/ml;
Gamma-glutamyltransferase: 230 1U/1; Glycosylated haemoglobin: 5.7 %; Haematocrit:
39.0 %; Haemoglobin: 12.9 g/dl; Heart rate: 91, o1 ;

, : S3; High density lipoprotein: 44 mg/dl;

; : ; International normalized ratio: 1.12; nasal
oxygen inhalation: 2, : L/min; , : ;
Legionella test: ; Low density lipoprotein: 82 mg/dl; Lymphocyte count: 21.2 %;
Lymphocyte stimulation test: ,

BNT162b2 ; Monocyte count: 3.6 %, I monocyte;
Neutrophil count: 75 %, > neutrophil count; N-terminal prohormone brain

natriuretic peptide: 6,999 pg/mL; 313 pg/mL; PCO2: 30.0 mmHg; pH body fluid: 7.476;
Platelet count: 251 x10 3/mm3; PO2: 106 mmHg; Protein total: 6.1 g/dl; Red blood
cell count: 4.62, : x104 /ul; Rheumatoid factor (normal high range 15): 9.8
1U/ml; SARS-CoV-2 antibody test: ; SARS-CoV-2 antibody test (normal high range
0.1): 102, : COl; SARS-CoV-2 test: ; ; Total complement activity test
(30-46): 30.0, : /mL; Troponin T: 2.01 ng/ml; Urine antigen test: ; Viral
test: , : (1, 2, and 3); White blood cell count: 6700 /mm3.
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60

, 97/72 mmHg; , 1 91;

24
BNT162b2 mRNA 2

40

, 37.0 ;
, 22.8 kg/m2; S3

white blood cell count, 6,700/mm3; C-reactive protein, 1.42 mg/ dL; D-dimer, 2.7

pg/mL; high-sensitivity troponin T, 2.01 ng/mL; creatinine kinase (CK), 548 IU/L;

N-terminal pro-brain natriuretic peptide (NT-proBNP), 6,999 pg/mL.

21.9 mEg/L;
2.1mmol/1

ECMO

ug/kg/min])

CD8+ 1

DNA RT-PCR

I 11 avF  V1-3
LVEF 23%

P 7.476; PCO2, 30.0 mmHg; P02, 106 mmHg; HCO3-,

base excess, -0.4 mEg/L 2L/
2L/

Impel 1a-CP VA VA

noradrenalin [0.1 ug/k2.7g/min ) 0l- prinone ([0.05

T CD4+
3 19/ B
3 VA ECMO  Impella-CP

68 LVEF  serum NT-pro BNP level 313 pg/ mL

normal CK level
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; A B
Al6 A7 Bl B2 B3 B4 B5 B6
3 6 7 11 12 12 3

DLST
BNT162b2
131 @ (  : >181)
2 ACE2  HPA000288;
MO USA 2 -CoV-2
GTX632604; GenTex USA  C4d A213; Quidel USA
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19835

v2210001

2022/01/28 14:16
FL1839

2

2022/01/28 14:25

145/109

2022/01/28 14:25

2022/01/28 14:25

2022/01/28 14:33

2022/01/29

2022/01/28 14:33

2022/01/28 14:33

2022/01/28 14:33

PMDA
172 PMDA

29 COVID-19 BNT162b2
2022/04/30 3
29

Covid-19 1 COVID-19

COVID-19

2022/01/29 BP

2022/01/29

2022/01/29

2022/01/29

2022/01/29

2022/01/29
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2022/01/28 14:33 2022/01/29

2022/01/28 14:50 2022/01/29
2022/01/28 15:00 2022/01/29
2022/01/28 15:26 2022/01/29

2022/01/28 15:26

2022/01/29
2022/01/29

2022/01/29
2022/01/28 2022/01/29 1
Blood pressure measurement: (2022/01/28) 145/109, 1 14:25; (2022/01/28) 150/97,

1 14:33; (2022/01/28) 145/95, : 14:50; Coma scale: (2022/01/28) E3V5M6(or
5?), : 14:33; Heart rate: (2022/01/28) 88, 1 14:25; (2022/01/28) 72,
14:33; (2022/01/28) 75, : 14:50; Oxygen saturation: (2022/01/28) 99 %,
14:25; (2022/01/28) 98 %, : 14:50
2
2

9
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BP 145/109 P 88 Sp02 99 %

17

( (GCS): E3VEM5) (BP 150/97 P 72)

40 mg 5 mg

34

44

BP 145/95 P 75 Sp02 98 %

70

1/29 0:00

2022/01/29

2022/01/28 2022/01/29 BNT162b2

Brighton 1
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19836

v2210001207

2022/02/25 89

/
2022/02/28
336.0pg/ml
2022/02/28
1.42ng/ml(

2022/02/28 19:30
2022

2022/02/28 19:30
2022

2022/02/28 19:30
2022

2022/02/28 19:30
2022

2022/02/28 19:30
2022

2022/02/28 19:30
2022

2022/02/28 19:30

COVID-19

: 18.4

PMDA

CovID-19

BNP

: 1.00)

2022

1100




2022/02/28

MRA (2022/02/28)

BNP

2022/03/23

23

1 18.4  (2022/02/28) 336.0 pg/mL

D 0-1.00 2022/02/28 1.42ng/ml

MR1 2022/02/28

MRA

2022/02/28 BNP

2022/02/28 D-

MRI
2022/03/23
336.0pg/ml : 18.4
1.42ng/ml : 0,

: 1.00)

1101




2022/02/28 2022/03/23

BNT162b2

COVID-19 /

2022/06/30

BNP D-dimer

DOAC

2022/03/23

1102




Invalid

COVID-19 2022 ol
61(10)
pgs 1623-1624
DOl 10.2169/internalmedicine.9407-22
16 COVID-19 BNT162b2 /

2
19837 ;
COVID-19 COVID-19 1
3
2A-B
2C-E
2F
3 ;

1103




ST 1 1A
T2 1B
1C
1C
SARS-CoV-2
3
2022/06/21 202101527797 202200810628
202101527797
19838
COVID-19 BNT162b2

1104




COVID-19

19839

v2210001569 PMDA

2022/03/02 81

COVID-19 BNT162b2
FL7646 2022/05/31

2012/08

2011/10

2011/10

2016/04

2017/11

2019/09

2021

L2/3/4

1105




(100) 3.5

@5 3 2 /

(330) 6 3

@) 1 1 /

10%

10%

0.1% 3

G0) 1 1 7/

7.559 3 /

2021/06/14 COVID-19

2
2021/07/05 COVID-19

2022/03/10

3 7/

1.5 15

o0y 1 1 /

/

1-2

FA4597

FA4597

1

1<

2021/08/31

2021/08/31

1106




2022/03/10

2022/03/10

2022/03/10

2022/03/10

2022/03/10

2022/03/10

2022/03/10

2022/03/10

2022/03/10

2022/05

2022/05/12

CcT

1107




2012/08

2021
3
1.
15

15

2.

CcT

2021;9:1297

2022/06/07 2 28
BNT162B2

RNA

Mov Disord. 2021;36:2219

13

Vaccines.

PMDA
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(100)
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19840

35 COVID-19

PEG

COVID-19

COVID-19

15 ;

BNT162b2

30

PEG

30

15

30

1110




PEG

2022/06/02

30

30

30

PEG

1111




3 15 30
2
BNT162b2 /
2022/06/02
1 / / / /
3
2022/06/06

1112




BLA EUA
YES
2 ;
2 2
3
COVID arm 2022; Vol:76(5), pgs:13-
18
2021 covid-19 BNT162b2 /
2
19841
1 2021 COVID-19
2 2021

1113




COVID arm

covid arm
COVID arm Moderna COVID-19 1 Moderna
arm COVID arm
Moderna COVID-19
1 2 1 ; 2 3
COVID-arm
2 12 7
1 21 5
COvID mRNA-1278 Moderna
BNT162b3 Pfizer-BioNtech ChAdOx1 AstraZeneca
2021/06/01 2021/10/30 COVID-19
9
39 80 59.8 2 BNT162b3
1 2 7 mRNA-1278 3 9
9
BNT162b3 1 2 1 1
5 1 2 2

COVID arm

1114




19842

2022/06/

2022/10/

v2210001205

04 14:30 16 7
3
31 16

2022/01/31

2022/02/28

2022/06/06

2022/06/06

2022/06 39

39

2022/06/06

PMDA

BNT162b2
FP9647
1
FF4204
FF3620
2022/06/06

1115




2022/06/04 36.2

CT 2022/06/06

CRP 0-0.31  (2022/06/06) 2.9mg/dl
SARS-CoV-2 (2022/06/06)
2022/06/04

39

2022/06/06
covID 4
2
2022/06/06
0.31

2022/06/06 cT

CRP 2_9mg/dl

BNT162b2

39
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2022/06/24

SARS-CoV-2

BNT162b2

CRP

CcT
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19843

"Graves" Disease after Administration of Severe Acute Respiratory Syndrome
Coronavirus 2 (SARS-CoV-2) Vaccine in a Type 1 Diabetes Patient”, Internal

Medicine, 2022; Vol:61 (10), pgs:1561-1565, DOIl:10.2169/internalmedicine.9231-21.

31 covid-19 BNT162b2 2
31
1 20
20 20
20 1 5kg
23
27
3162
1 1mg
1 csil 26 40
1 31 COVID-19

1118




Alanine aminotransferase (7-23) 13 1U/1 X-8 14 1U/71 X-14 20

1u71 X+21 86 1U/1 X+28 32 1u/1 X+3
Albumin globulin ratio (1.1-2.3) 1.9 X-8 1.8 X-14 1.7
1.5 X+28 1.7 X+3

Anti-GAD antibody 141 1U/ml

Anti-thyroid antibody ( 28) 82 1u/ml

Anti-thyroid antibody 205 1U/ml

Anti-thyroid antibody

Anti-thyroid antibody ( 16) 481 1U/ml

Anti-thyroid antibody 10.1 %

Anti-thyroid antibody ( 2.0) 11.9 1UV/1 X+28

Aspartate aminotransferase (13-30) 10 1U/1 X-8 12 1u/1 X-14
1U/1 X+21 62 1U/1 X+28 21 1u/1 X+3

Blood albumin (4.1-5.1) 4.6 g/dl X-8 4.4 g/dl X-14 3.3 g/dl
X+21 3.6 g/dl X+28 4.1 g/dl X+3

Blood aldosterone (4.0-82.1) 57.1 pg/mL

Blood alkaline phosphatase (38-113) 66 1U/1 X+21 97 1U/1 X+28
166 1U/1 X+3
Blood bilirubin (0.4-1.5) 0.8 mg/dl X+28

Blood corticotrophin (7.2-63.3) 29.3 pg/mL

Blood cortisol (7.07-19.6) 11.5 ug/dL

Blood creatine phosphokinase (41-153) 62 1U/1 X-8 61 1U/1 X-14
1U/1 X+21 44 1U/71 X+28 42 1U/1 X+3

X+21

18

43

1119




Blood follicle stimulating hormone 4.29 MiU/mL

Blood glucagon 3

Blood glucose ( 200) 366 mg/dl 124 mg/dl 1mg

169 mg/dl 1mg 252 mg/dl 130 mg/dl X-8 142
mg/dl X-14 369 mg/dl X+21 317 mg/dl X+28 381 mg/dl
X+3

Blood growth hormone 0.30 ng/ml

Blood luteinising hormone 6.01 MiU/mL

Blood prolactin (6.12-30.54) 17.9 ng/ml

Blood thyroid stimulating hormone (0.61-4.23) <0.01 uiU/mL 2.35 uiU/mL

8 0.005 uiU/mL X+21 <0.005 uiU/mL X+28 0.005
uil/mL X+3 0.01 uiU/mL 3
Blood triglycerides (30-117) 56 mg/dl X-8 53 mg/dl X-14 107
mg/dl X+21 93 mg/dl X+28 107 mg/dl X+3
Catecholamines urine ( 20.0) <=5 pg/mL

Catecholamines urine (100-450) 41 pg/mL

Dehydroepiandrosterone test (23-266) 236 ug/dL

Epinephrine ( 100) 10 pg/mL

Gamma-glutamyltransferase (9-32) 8 I1U/1 X-8 10 1U/1 X-14 11

1U/1 X+21 25 1U/1 X+28 28 1U/1 X+3

Glycosylated haemoglobin (4.9-6.2) 12.2 % 8-9 % 8.3 % X-8

8.8 X-14 8.3 % X+21 8.3 % X+28 8.4 % X+3

Haemoglobin (11.6-14.8) 12.9 g/dl X-8 14.1 g/dl X-14 12_4 g/dl
X+21 13.6 g/dl X+28 14.2 g/dl X+3

High density lipoprotein (48-103) 78 mg/dl X-8 75 mg/dl X-14 44

mg/dl X+21 51 mg/dl X+28 89 mg/dl X+3

1120




HLA marker study A240201/A020101 B5401/B5601 DRB1 0405/DRB1 0405 DPB1
0501/DPB1 0501 DQB1 0401/DQB1 0401

Insulin C-peptide 0.37 ng/ml 1mg 0.52 ng/ml
1mg
Insulin-like growth factor 132ng/ml -1.8 SD
Low density lipoprotein (65-140) 127 mg/dl X-8 127 mg/dl X-14 67
mg/dl X+21 100 mg/dl X+28 128 mg/dl X+3
Platelet count (158-348) 335x10 9/1 X-8 321x10 9/1 X-14 327x10
971 X+21 342x10 971 X+28 42.8x10 9/1 X+3
Protein total (6.6-8.1) 7.0 g/dl X-8 6.8 g/dl X-14 5.3 g/dl
X+21 6.0 g/dl X+28 6.5 g/dl X+3
Radioisotope scan 99mTc
18.8 0.5-4.0%
Renin (0.2-2.3) 1.9 ng/ml 1
Thyroglobulin ( 33.7) 5.4 ng/ml
Thyroid function test 3
5-12 X+21 X+28
Thyroxine free (0.9-1.7) 1.34 ng/dL 0.92 ng/dL 8 7.47
ng/dL X+21 >7.77 ng/dL X+28 1.03 ng/dL X+3 1.34 ng/dL
3
Tri-iodothyronine free (2.3-4.0) 2.16 pg/mL 2.89 pg/mL 8
28.7 pg/mL X+21 >32.5 pg/mL X+28 4.20 pg/mL X+3 2.16
pg/mL 3

Ultrasound thyroid

45.2cm3

Urine ketone body

White blood cell count (3300-8600) 7540/mm3 X-8 3990/mm3 X-14

1121




3790/mm3 X+21 3940/mm3 X+28 6330/mm3 X+3

15mg 1 /

2022/06/07

““Graves” Disease after Administration of Severe Acute Respiratory Syndrome
Coronavirus 2 (SARS-CoV-2) Vaccine in a Type 1 Diabetes Patient““, Internal

Medicine, 2022;

Vol:61 (10), pgs:1561-1565, DOI:10.2169/internalmedicine.9231-21.
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19844

2022/05/23
BNT162b2
6

2022/05/24

2022/05/24

/

2022/05/24

2022/05/24

v2210001213

14:00

14:00

14:00

14:00

14

(09Jun2022)

(09Jun2022)

2022/06/09

2022/06/09

14

1123




2022/05/23 BNT162b2

2022/05/24 14:00 1

05/23

05/24

14:00

2022/06/09 16

BNT162b2

BNT162b2
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19845

v2210000943 PMDA

2021/06/02 47

EY2173 2021/08/31
CovID 4
2021/06/02

2021/06/02 35.6

2021/06/02 3

BNT162b2

COVID-19

1

10

BNT162b2
@)
2021/06/03
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2022/06/06

C 2A

2021/06/03
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19846

2022/02/02

FL7646

v2210001567 PMDA

82
3
2022/05/31 82

2015

2021/04

COVID-19

13 ;

65 ;

70 ;

2021/09

BNT162b2
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(100) 3.5T 4x

(25) 1T 1x ;

16mg 1x;

100 3T 3x;

(50) 1T 1x

(200) 3T 3x;

(5) 3T 3x;

(B0) 2C 1x ;

(150) 2T 2x

(B) 2T 2x ;

5mg 1x

40)/ (5)1T 1x

Img 1x

(330) 3T 3x;

(100) 2€ 2x

(10) 1T 1x

2002 1

1128




CovID-19

CovID-19

2022/02

2022/02

2022/02

2022/02
/

2022/02

2022/02

2022/02

2022/02

2022/02

2022/04/25

1129




Computerised tomogram

Echocardiogram

Endoscopy

2022/02

2015
2021/04

2021/09

2022/02

2022/03 2

2022/04/25

RNA
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Neurogastroenterol

Motil

up to date

2022/06/07

2022/04/25 BNT162b2

2022/02/10

RNA

Mov Disord PMDA
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frequency )

(Pollakiuria)

(Increased urinary

19847

2021/12 15

12

COVID-19

BNT162b2

CMT
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19848

2022 ;vol

2021/07/09 84

COVID-19

2021/07/12

2

96(S) pgs 160

COVID-19

BNT162b2
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38.0 ;

15_4mg/dl;

18_8mg/dl;

8.1mg/dl;

16.8mg/dl 7 ;

21.9mg/dl 12 ;

11_4mg/dl ;

50 ;

0.51mg/dl 54 ;

2021/07/15 18.8 mg/dl;

30861U/ml ;

18551U/ml ;

2021/08/02 3681 1U/ml;
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1555 ng/ml ;

2021/07/15 1666 ng/ml ;

13000/mm3
BNT162b2
2022/06/10
valid
2022/06/29
/
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19849

2022/05/29

CovID

2022/02/28

2022/05/29

2022/05/30

2022/06/09

2022/05/29

2022/05/30

v221000120

10:00 13

10:00

9 PMDA

2
2021/10/10

37

CovID-19

FP9647

2021/09/19 COVID-19

CovID-19

1

BNT162b2

2022/10/31 13

FJ7489

FF5357

2022/04/30

1136




2022/06/01

2022/06/01

2022/06/07 2022/06/07
2022/06/09

2022/06/09

2022/05/30

2022/06/08 MRI

37

2022/05/29 36.5 2022/05/29
37 2022/06/08

BNT162b2

1137




MRI

2022/06/16

2022/06/24

2022/06/01

2022/06/08

1138




2022/06/09

2022/06/01 MRI
2022/06/07
2022/06/07
2022/06/07

2022/06/08

2022/06/09

MRI

1139




19850

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
2022/02/17 37.8

0.3ml

EP2163

2

FL1839

500mg

1140




2022/02/20

2022/02/24

NTM

-BIONTECH

FL1839

CAPA

2022/06/24 €4591006
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19851

2022/03/25

0.3ml

1976

1977

CovID

/CRP 10

77

2021/09
/

2022/03/25

2022/04/04

2022/04/04
/CRP 10

2022/04/04

2022

2022

77

COVID-19
/

2022

2022

BNT162b2

2022 CRP

2022 ;

1142




2022 ;

2022
CRP /CRP 10 /CRP 10
/ /
Antibody test: ( ) ; Antineutrophil cytoplasmic antibody negative: (
) o ¢ ) ; Antinuclear antibody: ( ) 40-fold;
2022/04/27 ; Blood
culture: (2022/04/19) ; Blood test: ( ) o ¢ ) ; Body

temperature: (2022/03/25) 38s; (2022/03/25) 37s; (2022/04/14) around 38;

1 (2022/04/14) : ; ;
;. (2022/04/22) : ; ; C-
reactive protein ( 0.3): (2022/04/26) 18.3 mg/dl; C-reactive protein: (
) /i ( ) 10s, : CRP 10 ; (2022/04/04)
greater than or equal to 23; (2022/04/14) 10.7, : 0.05
; (2022/04/26) 18.3; Cryoglobulins: ( ) ; CSF test: (2022/04/22)

; Culture: (2022/04/22)
; Culture urine: (2022/04/26) ;

(2022/04/22) ; Epstein-Barr virus test:
( ) ; Haemoglobin decreased: (2022/04/14) 10.3; (2022/04/26)
9.1; KL-6: ( ) ; Neutrophil count: (2022/04/14) 7660; SARS-CoV-2

test: (2022/04/04) ; White blood cell count (3500-8700): (2022/04/04) 10400 uL;
(2022/04/14) 10100 uL; (2022/04/26) 10600 uL,

2022/03/25 3 CRP

CRP

1143




2022/03/25
0.3ml

2022/03/25

2022/03/25

2022/04/04

2022/04/04

2022/04/04

2022/03/25

04/04

COVID-19

3

COVID-19

CRP

10

BNT162b2

CRP

38

BNT162b2

500mg

BNT162b2

BNT162b2

2022/04/14

CRP

500mg

WBC 10400 CRP

10

23

BNT162b2

29

29

37

200mg;

1144




0.05

9.1

04/14

WBC 10100
CT
2022/05/10
202200637173

7660 Hb 10.3 CRP 10.7

38
04/26
/
202200636744
202200637173
/ /
CRP /

WBC 10600 CRP 18.3 Hb

CRP
CRP

1145




CRP /

2022/06/08

CT

1146




19852

v2210001203 PMDA

2022/03/19 14:20 88

3

2014

CovID 4

CR  20mg 1 1 HT

OD b5mg 1 1

5mg 1 1

25ug 1 50ug 1

FR4768

2014

BNT162b2
2022/08/31

PMDA

1147




2022/03/22

2022/03/22
2022

2022/03/22 09:15

2022/06/08
2022/03/22
2022/06/08
(ACA)
2022/01/07
2022/03/02

2022/03/02 2022/03/19
3

2022/03/22 09:15

(ACA)

2022/06/08

(ACA)

78

2022

1148




2022/03/22

2022/06/08

2022/07/05

BNT162B2

ACA

2022/03/22 2022/06/08
BNT162b2

ICU

2022/06/08

1149




(ACA)
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19853

v2210001185

2022/04/24 52

FT9319
1 FF0843
2021/09/04
2 FF9944
2021/09/25
2022/05/01
2022/06/08

10

BNT162b2
2022/12/31

2021/10/31

2022/02/28
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2022/05/01

2022/05/02

2022/05/04

2022/05/06

2022/06/03

+

15mg

6mg

BNT162b2

1152




19854

2022/04/22 30
FT8584  0.3ml

COVID-19

COVID-19
2022/03/31

COVID-19
2022/04/30

2022/05/03

2022/05

2022/05

2022/05

2022/05

2022/06/02

2022

CovID-19

2021/07

2021/09/17

2021/10/08

v2210001174 (PMDA)

BNT162b2
2022/11/30 3

2021/07

1 FF2018
0.3 ml COVID-19

2 FK8562
0.3 ml COVID-19

4kg

38 /

2022/05/18

1153




/ 4kg /

Biopsy liver: (2022/06/08) ; Blood bilirubin: (2022/05/17) 12.2 mg/dl:
(2022/06/01) 22.0 mg/dl; Body temperature: (2022/06/02) 38 ; Serum ferritin:

( ) ; 2 ( ) 4 kg

2022/05

2022/05/18

2022/06/07

2022/04/22 3 4kg

2022/05/03

2022/05/17

2022/05/18

2022/05/18 2022/06/07

1154




BNT162b2

2022/06/01

38

2021/07 covl

2022/0

22.0 mg/ dl
2022/06/08

BNT162b2

10

D-19

6/17

2022/06/02

2022/06/07
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38

38
2022/05/03
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19855

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
CovID 4
2
1995
2022/03/28
2022/03/28
2022/03/28
2022/03/28
2022/04/19

2021/12/31 COVID-19

2022/05/13

1157




24

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

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

2022/03/27 COVID-19

Thl

04/20 IVMP

10/10

2022/04/08

NCS

6/10

1VMP2

48kg/16kg

CMAP

C8

1158




2 0.5mg/kg 1

OFF 1 3 6 NCS
MRI OPE
2022/03/28 2022/04/19
BNT162b2
2022/04/20 2
2022/05/26
2022/06/07

2022/05/03
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19856

60

BUN

BUN

CovID-19
2022; Vol:111(1), pgs:342

CovID-19 BNT162b2 1
30
sCr 20-30mg/dL  1.5mg/dL
sCr 20-30mg/dL  1.5mg/dL

B2VMG  17647ng/nL

1160




0.80mg/dL 1.5 mg/dl 7.1 mg/dl 7.52
mg/dl
6.3 mg/dl
5.2 mg/dl
14 mg/dl  20-30mg/dL 84 mg/dl
6.2 %
2022/06/13
2022/06/13 Valid
BLA 13 10
NA
BNT162b2
ID 169431
19857
CovID-19 BNT162b2
/ 2
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COVID-19
2022/01

2022/05/15 3

2 2022/01

05/15 3

2 2022/01

2022/01
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19858

2022/06/03 26

COVID-19

COVID-19

2022/06/04

2022/06/04

2022/06/06

2022/06/11

2022/06/13

COVID-19 BNT162b2
COVID-19
COVID-19
2022/06/05
2022/06/11

37.8

V2, 3 ST

1163




V2, 3 ST
37.8
2022/06/11
X 2022/06/06
2022/06/11
3 ST 2022/06/06
2022/06/03 COVID-19
2022/0 6/04 1
2022/0 6/04 1
2022/0 6/04 37.8

2022/0 6/06

2022/06/04 37.8 1
CRP 2022/06/11 0.1

2022/06/06 / 2022/06/11 V2,
V2, 3 ST 2022/06/13 V2, 3 ST
(2022/06/14) T (2022/06/11)
/
/
X

1164




2022/0 6/06

2022/0 6/11 2022/06/06
V2 V3 ST T

2022/0 6/13

2022/0 6/14

2022/0 6/11

BNT162b2 /

2022/07/04

CRP
ST

1165




19859

2022/04/07 60
3

COVID-19

COVID-19

COVID-19 BNT162b2
/ 60
/ 2021/07/24 60
/ 2021/08/14 60

1166




CovID

BNT162b2

15mg
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19860

ID (169431)

2021/07/21 COVID-19
/
COVID-19
/
/
X (2022)
2021/07/21 2
2022/06/11

2022/02/28 3

BNT162b2
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19861

v2210001628

2022/02/04 14:00 87

/ 3
COVID-19 1
COVID-19 2
2022/03/08

COVID-19
87

COVID-19

COVID-19

2100

602

Hb11.3

PMDA

BNT162b2

15




2022/03/08

2022/06/02

19.5

2021/08 ;
2021/08 ;
11.3 3 ; 15
602 3 ; 7000
195000 3 ; 300000
2021/08 ; 2100 3

2022/06/02

2100 602

30

1170




2021/08

2022/02/04 3

2022/06/02

2021/08

2100 602
19.5

BNT162b2

2100

BNT162b2 /

7000

3 COVID-19

Hb 11.3 15
30 COVID-19

602

1171




19862

76

ID 169431

covid-19 BNT162b2

6/23
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19863

2021/08/14 60 CovID-19

2 / 60
10A
1
2021/07/24 60 COVID-19
2021/09/01
2
2
15mg 1
1gA
CoVID-19
CoVID-19

BNT162b2
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19864

CovID 4
BNT162b2 /
invalid
Annals of Clinical Case Report, 2022; Vol:7(1) Anaphylaxis to COVID-19 mRNA

Vaccine in a Japanese Woman: A Positive Case of Skin Prick Testing for Polyethylene

Glycol
32 COVID-19 BNT162b2 /
0.3ml
Anaphylaxis (Brighton level
2)

1174




Pharyngeal discomfort

Respiratory
symptoms(continuous coughing, wheezing, and dyspnea)

Anaphylaxis (Brighton level 2) Pharyngeal
discomfort Respiratory symptoms (continuous coughing, wheezing, and
dyspnea)

2022/06/14
202200804968 2021245639
2021245639
( ) PMDA
1 v2210001230
2022/04/22 10:00 27 CovID-19 BNT162B2(
: FT9319 1 2022/12/31 3 27
)
19865
2021/09/04 ;
2021/09/04 ;

1175




: COVID-19 ¢
); COvVID-19 2
2022/04
2022/04
2022/04
2022/04/22 36.6
36.6
1

2022/04/22 10:00(

BNT162b2( : FT9319

2022 4

(

COVID-19

COVID-19

) CovID-19
1 2022/12/31 3
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2022/05/26

2022/04

2022/06/17

2022/06/30

BNT162b2

RMH

ROA

1177




2021/06/28 79

2018

19866

2021/06/03

1178




2022/03/01

2022/03/01

3.4 2022/04/28 ; 2022/04/26

; 2022/04/28 D- ; 2022/05/06
Pt PTT D- B T

; 2022/04/27 COVID-

CXR ; 2022/04/28 0.50;

2022/04/28 2.0ug/ml; 2022/05/06 1.8ug/ml; 2022/04/28

B ; 2022/05/06

CRP
IL-6 ; 2022/04/25 ; 2022/04/27

2022/04/28

1179




2022/03/30

2022/03/30 2022/03/31
2022/03/31
2022/04/02
2022/04/12

2022/03/01 2 8 1

/ 2022/03/30
2022/03/30
BNT162b2
/
/ /

1180




2022/06/27
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19867

v2210001212 PMDA

2021/10/27 14:45 48 covid-19 BNT162b2 2

FJ7489

/ 2016709
; /
19 46
19 ;
2016709
1 FH3023

2021/10/06 COVID-19

2021/12/10

2021/12/10

2021/12/10

2021/12

2021/12

2021/12

2021/12

2022/04/30 48

; 2016/09
2016/09 ;
2017/09/29
2017/09/29 ;
2017/10/06
2022/03/31
2
2021/12/21 ;
/ /

1182




2022/03

2022/03

2021/10/27 36.3

2021/12

2021/10/06 1

2021/10/07

2021/10/27 2

2021/12/10

2021/12/13

2022/01/18

5%

1183




5%

2022/03

bnt162b2
19 46
2021/12
19 46
2021/12
CovID 4
2
10mg 2017/09/29
3mg 2017/09/29
1mg 2017/10/06
2021/12

2018/08/03

1184




BNT162B2

19868

2021/12/10 2021/12/21
BNT162B2
2022/06/16
2022/06/24
50 50 COVID-19 BNT162B2
0.3ml /

1185




19869

12

1S 156
1gA

14

/Cr

Alb  3.6g/dL

26

2022
SARS—CoV—2

10-20/HPF

1.99g/9Cr

Cr 0.54mg/dL

1gA

1gA

35

1186




19870

2022/05/31 16:16 25
1
25

2022/05/31

2022/06/04

7X5 cm

2022/06/04
/

2022/06/04

CovID-19
FP9647

10cm

7X5 cm

2

2022/10/31

2x2cm  3x3.5cm

BNT162b2

10cm
2x2cm  3x3.5cm

2

1187




Activated partial thromboplastin time (26.0-38.0): (2022/06/06) 31.3 , notes:
SEC; Alanine aminotransferase (5-45): (2022/06/06) 14 1U/I; Amylase (39-134):
(2022/06/06) 57 1U/1; Aspartate aminotransferase (10-40): (2022/06/06) 17 1U/I;
Basophil count (0.0-2.0): (2022/06/06) 0.2 %; Blood alkaline phosphatase (38-113):
(2022/06/06) 52 1U/1; Blood chloride (98-108): (2022/06/06) 106 mEg/l; Blood
cholesterol (150-219): (2022/06/06) 155 mg/dl; Blood creatine phosphokinase:
(2022/06/06) 53 1U/1, notes: (Standard value:M 50-230, F 50-210); Blood creatinine:
(2022/06/06) 0.51 mg/dl, notes: (Standard value:M 0.65-1.09, F 0.46-0.82); Blood
fibrinogen (170-410): (2022/06/06) 218 mg/dl; Blood potassium (3.5-5.0):
(2022/06/06) 4.5 mEqg/l; Blood sodium (135-145): (2022/06/06) 139 meg/l; Blood test:
(2022/06/06) ; Blood triglycerides (50-149): (2022/06/06) 72 mg/dl;
Blood urea (8.0-20.0): (2022/06/06) 12.1 mg/dl; Blood uric acid: (2022/06/06) 5.9
mg/dl, notes: (Standard value:M 3.6-7.0, F 2.7-7.0); Coagulation test (0.90-1.13):
(2022/06/06) 1.02; Eosinophil count (0.0-7.0): (2022/06/06) 2.6 %; Erythroblast
count: (2022/06/06) 0.0; Fibrin degradation products (normal high range 5):
(2022/06/06) 2 , notes: (Standard value: under5); Gamma-glutamyltransferase:
(2022/06/06) 18 1U/1, notes: (Standard value:M under79, F under 48); Glomerular
filtration rate (normal low range 60) (2022/06/06) 118.9, notes:
mL/min/1.73m2(Reference value: more than 60); Haematocrit: (2022/06/06) 43.8 %,
notes: (Standard value: M 40.4-51.9, F 34.3-45.2); Haemoglobin: (2022/06/06) 15.1
g/dl, notes: (Standard value: M 13.6-18.3, F 11.2-15.2); High density lipoprotein:
(2022/06/06) 51 mg/dl, notes: (Standard value:M 40-80, F 40-90); Control:
(2022/06/06) 11.5 , notes: SEC; L/H ratio (normal high range 2.0): (2022/06/06)
1.8, notes: (Reference value: under2.0); Otherl: (2022/06/06) 0.0; (2022/06/06)
0.0; Low density lipoprotein (70-139): (2022/06/06) 92 mg/dl; Lymphocyte count
(18.0-50.0): (2022/06/06) 22.5 %; Mean cell haemoglobin: (2022/06/06) 31.5 pg,
notes: (Standard value: M 28.2-34.7, F 26.4-34.3); Mean cell haemoglobin
concentration: (2022/06/06) 34.5 %, notes: (Standard value:M 31.8-36.4, F 31.3-
36.1); Mean cell volume: (2022/06/06) 91, notes: fL(Standard value: M 83-101, F 80-
101); Monocyte count (1.0-8.0): (2022/06/06) 3.5 %; Neutrophil count (42.0-74.0):
(2022/06/06) 71.2 %; Platelet count (14.0-37.9): (2022/06/06) 27.0, notes:
x10"4/ul; Protein total (6.5-8.2): (2022/06/06) 7.1 g/dl; Prothrombin level (80.0-
120.0): (2022/06/06) 96.5 %; Prothrombin time (10.0-13.0): (2022/06/06) 11.7
notes: SEC; Red blood cell count: (2022/06/06) 47.9, notes: 1074/ul(Standard value:
M 438-577, F 376-516); White blood cell count (3500-9700): (2022/06/06) 5460,

notes: /ul

1188




2022/05/31 16:16 bnt162b2 1

FP9647 2022/10/31
1
1
2 2cm3 3cm 2x2cm
3x3.5cm
2022/06/04
/ /
1

2022/06/04
2022/06/06
2022/06/06

(WBC): 5460/ul ( :3500-9700), (RBC): 47.9x10"M4/ul( M
438-577, F 376-516), (Hb): 15.1g/dI( : M 13.6-18.3, F 11.2-
15.2), (Ht): 43.8%( : M 40.4-51.9, F 34.3-45.2), MCV:91fL(

: M 83-101, F 80-101), MCH: 31.5pg( © M 28.2-34.7, F 26.4-34.3),
MCHC:34 . 5%( M 31.8-36.4, F 31.3-36.1), 127.0x10M/ul ( :14.0-
37.9), Baso(B): 0.-2%( : 0.0-2.0), Eosino(E):2.6%( :0.0-7.0),
Neutro(N): 71.2%( :42.0-74.0), Lympho(L):22.5%( :18.0-50.0),
Mono(Mon) -3.5%( :1.0-8.0), 1: 0.0, 2: 0.0,EBL: 0.0, (TP):
7.19/d1( : 6.5-8.2), ALP/IFCC: 52U/L( 138-113), AST(GOT):17U/L( :10-
40), ALT(GPT):14U/L( :5-45), -GT( -GTP) :18U/L( M 79 , F
48 ), CK(CPK): 53U/L( M 50-230, F 50-210), (AMY) = 57U7L(
:39-134), (T-cho) :155mg/d1( :150-219),

(TG) = 72mg/dI ( :50-149), HDL (HDL-C):51mg/d1( M 40-80, F
40-90), LDL (LDL-C):92mg/d1( 1 70-139), L/H  :1.8( 1 2.0
), (UN):12_1mg/dI( : 8.0-20.0), (CRE):0.51mg/d1(

:M 0.65-1.09, F 0.46-0.82), GRF(creat):118.9mL/min/1.73m2( 1 60 ),

1189




(UA): 5.9mg/dI(

M 3.6-7.0, F 2.7-7.0),

135-145), (K) :4.5mEq/L( : 3.5-5.0),
108),, APTT231.3SEC( © 26.0-38.0),
10.0-13.0),  :11.5SEC, PT 296. 5%( :
0.90-1.13), -218mg/d I
( :5 )
5

1
BNT162b2 /

(2022/07/04)

/

: 170-410), FDP -

(Na):139mEq/L(
(C1): 106mEg/L(

, PT t11.7SEC(
80.0-120.0), PT-INR:1.02(

: 2ug/ml

o 98-

1190




19871

ID (169431)

2022/05/05 60

COVID-19

COVID-19

2

CovID-19
COVID-19

BNT162b2

COVID-19

1191




19872

v2210001228

2022/04/30 15
FN9605

CovID

CovVID-19

CovVID-19

2022/05/01

CovID-19
2022/11/30

COVID-19

COVID-19

BNT162b2
3

15

PMDA

1192




2022/05/01

2022/05/01
2022/06/03
7 8
Blood culture 2022/06/03 ;. 2022/06/07
Blood test
2022/06/03 ;
Body temperature 37.5 38.0 2022/04/30

Chest X-ray 2022/06/07 ;

Echocardiogram 2022/05/17

Magnetic resonance imaging 2022/05/17 ;

Magnetic resonance imaging head 2022/05/26

SARS-CoV-2 test 2022/06/07

2022/05/01

2022/05/17

2022/05/01 8

2022/06/10

36.5

2022/05/17

1193




2022/06/03

bnt162b2

2022/06/17

2022/06/30

2022/05/17
2022/06/03 2022/06/03

2022/06/10

2022/06/07

2022/05/26
2022/06/07

X

1194




19873

v2210001681 PMDA

2022/05/06 12:30 38 COVID-19
FT8584 2022/11/30

@)

2019/03

17:15 1
2022/03/31 2021/09/16 COVID-19

17:00 2
2022/04/30 2021/10/07 COVID-19

2022/05/09

BNT162b2
3

2019/03

FF2018

FK0108

75ug

2022/05/09

PMDA

1195




2022/05/09

2022/05/12

(2022/05/13)
1.0 mg/dl;
(2022/05/12) 392 1U/1;

;Bilirubin conjugated: (2022/05/12)
Blood lactate dehydrogenase:

(2022/05/12) ; Haemoglobin: (2022/05/12) 4.3 g/dl; = ¢
) Mean cell
volume: (2022/05/12) 140, : fL; Reticulocyte count: (2022/05/12) 38.1 %; Urine

analysis: (2022/05/12) 8.2 mg/dl

2021/09/16 17:15

2021/10/07 17:00

2022/05/06 12:30

2022/05/09

2022/05/09 3 3

BNT162B2 1

BNT162B2 2

BNT162B2 3

1196




2022/05/12 Hb

140fL Ret 38.1% LDH 392 U/L D-Bil
8.2mg/dL
2022/05/13
3
2022/05/12
2022/07/01
/

4_3g/dl MCV
1.0mg/dL UA

1197




19874

v2210001226 PMDA

2022/04/08 10:00 47 Covid-19 BNT162b2 3
FT8584 2022/08/31 47

2020/08/04

[ANGELICA ACUTILOBA ROOT;ASTRAGALUS SPP. ROOT;ATRACTYLODES LANCEA
RHIZOME ; BUPLEURUM FALCATUM ROOT;CIMICIFUGA SPP. RHIZOME;CITRUS AURANTIUM
PEEL;GLYCYRRHIZA SPP. ROOT;PANAX GINSENG ROOT;ZINGIBER OFFICINALE RHIZOME;ZIZIPHUS
JUJUBA FRUIT]

[ALISMA ORIENTALE TUBER;

ANGELICA ACUTILOBA ROOT;

1198




ATRACTYLODES LANCEA RHIZOME;CNIDIUM OFFICINALE RHIZOME;PAEONIA LACTIFLORA

ROOT;PORIA COCOS SCLEROTIUM]

2021/07/21
2021/08/31
2021/08/11 2
2021/09/30 COVID-19
2022/04/08
2022/04/08
2022/04/10
2022/04/10
149 U/L 38 113
ALT 1 216 U/L 7
AST : 110 U/L 10
Y
Gamma GT : 216 U/L 5
2022/04/12

EY5423
COVID-19

FC9880

2022/04/25

2022/04/11

2022/04/23

2022/04/23

2022/04/12

2022/04/12

42

2022/04/12
35

2022/04/12
40

2022/05/02

ALP

1199




(7-42): (2022/03/11) 17 1U/1, (2022/04/12) 216
1U/1, (2022/04/18) 194 1U/1, (2022/04/25) 83 1U/1

(10-35):

(2022/03/11)27 1U/1, (2022/04/12)110 1U/1, (2022/04/18) 205 1U/1, (2022/04/25) 49
1071

(38-113): (2022/03/11)62 1U/1, (2022/04/12)149 1U/1,
(2022/04/18) 124 1U/1, (2022/04/25) 97 1U/1

(2022/04/12)

(2022/04/08)  36.4

v (5-40): (2022/03/11) 57 1U/1, (2022/04/12) 216
1U/1, (2022/04/18) 264 1U/1, (2022/04/25) 185 1U/1

2020/08/04

1200




2022/04/08

2022/04/08

2022/04/09

2022/04/10

2022/04/11

2022/04/12

2022/04/25

2022/03/11

2022/04/12

2022/04/18

2022/04/25

2022/05/23

2022/04/08

2022/04/12

Q) Q)

Q)

AST 27, ALT 17, ALP 62, wyGT 57

AST 110, ALT 216, ALP 149, wyGT 216

AST 205, ALT 194, ALP 124, wGT 264

AST 49, ALT 83, ALP 97, wyGT 185

2022/04/11

bnt162b2

2022/04/25

Q)

1201




2022/05/02

2022/06/28

bnt162b2

bnt162b2

1202




19875

v2210001227 PMDA

2022/06/06 17 5 BNT162b2
3 FN2726 2022/12/31
17
1
2
2022/06/07 ; 2022/06/07
2022/06/07 / 39
2022/06/07 2022/06/09
2
Blood creatine phosphokinase: (2022/06/07) 80;
Blood creatine phosphokinase MB: (2022/06/07) 0.7 ;
Body temperature: (2022/06/06) 36.3 ; (2022/06/07)

1203




39 ; C-reactive protein: (2022/06/07) 3.17;

= (2022/06/07)

2022/06/07

: (2022/06/07) ;
; White blood cell count: (2022/06/07) 7100

339

WBC CRP CK CK-MB

BNT162B2

2022/06/17

or equal to 0.7

not less than 0.7

2022/06/07 2022/06/09

not less than 0.7 less than
Blood creatine phosphokinase MB: (2022/06/07)

Blood creatine phosphokinase MB: (2022/06/07) 0.7

1204




19876

65

169431

COVID-19 BNT162b2

COVID-19

COVID-19

1205




19877

CovVID-19

ID (169431)

COVID-19

COVID-19

COVID-19

/

BNT162b2

COVID-19

1206




19878

ID (169431)

29 covid-19
/ 2021/10
COVID-19
37.7 ; 37.0
2
37.7
37.0

BNT162b2
2

10

1207




19879

2021/08/21 62
2

CovID

v2210001224 PMDA

7

CovID-19
FE8206

BNT162b2

2021/10/31 62

7

CovID

1208




1 FF0843 2021/10/31
2021/07/31 COVID-19

2021/08/22
2021/09/22
/
/ / /
/
/ /
/ /
2021/11/06 2021/08/21 37.0
2021/11/06 2021/11/06
2021/11/06

1209




2021/09/22 32

2021/08/21 2
3

2021/11/06 MRI

1
BNT162b2
2022/06/29 2
100mg 2 100mg 2 L 40mg
50mg

1210




2022/06/29

BNT162b2

19880

2022/06/03 6

0.2ml

covid-19
FP9647

BNT162b2
2022/10/31 6

2022/06/03
2022/06/03 7

5-11




0.2ml

5-11

2022/06/13

2022/06/03

5-11

2022/06/03

1.3ml

1212




19881

1 v2210001238

2022/05/07 16
0.3ml

2021/11

a

@

16

BNT162b2(
)

1213




2022/05/11 11:00 ( ) ;

2022/05/11 11:00 ( ;
2022/05/11 11:00 (
VT VF ;
( ;
(

LQT2 Brugata ;

LQT2 Brugata ;

12022/05/11 2022/05/27 16

12022/05/11 2022/05/27 :16

VT VF
LQT2 Brugata
LQT2 Brugata
1(2022/05/18) ;

1(2022/05/18) ;(2022/05/18) : LQT2
Brugata ;(2022/05/18) : LQT2
Brugata ;

1(2022/05/11)
1(2022/05/26) ;

1214




2022/05/11 11:00

2022/05/17

2022/05/18

2022/05/20

2022/05/26

Brugata

2022/05/27

BNT162B2

1(2022/05/17)

1000
AED
11:22
VT, VF CRP
2022/05/27
2022/05/11

1200

2022/05/27

AED

LQT2

1215




BNT162b2

1216




19882

v2210001685

2022/06/11 16:30 40
FP9647

HT

DM

ok

covid-19
2022/10/31

ok

PMDA

BNT162b2

1217




Covid-19 COVID-19

Covid-19 COVID-19

2022/06/12 02:00
/ / /

2022/06/12 02:00

2022/06/12 02:00

2022/06/13 2

2022/06/11 3

2022/06/12 02:00

4:00

HR103-125

2022/06/12 02:00

1218




2022/06/11

2022/06/12 02:

00

04:00
2022/06/13
BX- ECG NSADS
/ 2022/06/12
2022/06/13
/
X 2022/06/13
2022/06
2022/06/13 103bpm

2022/06 103-125

2022/06/12

2022/06/13

1219




2022/06/17

2022/06/27

BNT162b2

19883

ID 169431

2022/01/23 68
1

2022/04

BNT162b2
2

1220




(2022/04) 37.5 SARS-CoV-2

19884

(2022/04)
2022 4 37.5 PCR
3
2022/05/07
/
PMDA
v2210001240 PMDA
2022/05/01 09:52 40 COVID-19 BNT162b2
3 FT8584 2022/11/30 40

1221




2021/10/02 COVID-19
COVID-19

2021/10/30 COVID-19
COVID-19

2022/05/01

2022/05/01

2022/05/01

2022/05/01 35.7

40

2022/06/10

2022/06/14

bnt162b2

1222




2022/05/01 BNT162b2

2022/05/01

2022/06/20

2022/06/27

3

1 2
/
v2210001263 PMDA
2022/04/13 67 5 covid-19 BNT162b2
FN2726 2022/09/30 (67
)
19885
covid-19 COVID-19

1

1223




covid-19 COVID-19
2
2022/04/13 covid-19 BNT162b2
FN2726 2022/09/30 3
2022/04/14 2022/04/15
2022/04/18 5
2022/04/14 2022/04/18
2022/04/15 2022/04/21
NT162b2
ID (169431
2022/01/29 87 COVID-19 BNT162b2 3
FK6302 2022/07/31
19886
; MAC
1 EY2173
2021/08/31 2021/05/29 COVID-19 2
EY5422 2021/08/31 2021/06/19 COVID-19

1224




2022/01/29

2022/01

2022/05

2022/05

PET

CcT

MAC

CT

CcT

87

1225




19887

2021/02/20 49
0.3ml

2021/03/13 0.3ml

2021712724 0.3ml
2022/04/30

2022/02/07

2022/02/14

SARS-CoV-2

2022/02/07

€4591006

COVID-19 BNT162b2
EP2163 2021/05/31
EP2163 2021/05/31
FJ5929
49
COVID-19
COVID-19
2022/02/14

1226




SARS-CoV2

ECMO
SARS-CoV2 SARS-CoV2 7
SARS- CoV2
COVID- 19
COVID-19 BNT162b2
BNT162b2 /
2022/07/04 €4591006
PCR
COVID-19
COVID-19

1227




19888

C4591006

37 COVID-19 BNT162b2
2021/02/24 0.3ml /
2021/03/17 2 0.3nl /
2021/12/15 3 0.3ml
COVID-19
2022/03/26
BNT162b2
COVID-19 BNT162b2

2022/03/22

BNT162b2

37

1228




BNT162b2 /

19889

Program 1D: 169431

2022/03/05 12:00

2 COVID-19

2022/03/05 12:00

2022/03/05 15:30

2022

2022

2022

CovID-19
3

1

BNT162b2

COVID-19

1229




2022

2022

2022

2022

2022

03/05 12:00

15 30

1230




19890

; /
v2210001231 PMDA
2021/08/25 47 8 CovID-19 BNT162b2
FD1945 2021/10/31 2 47 8

COVID-19

1231




FD1945 2021/10/31

2021/08/25

2022/01/31

36.3

2021/08/25

2022/01/31 5 6

2022/04/13 7 19

2021/08/25 2

2022/01/31

BNT162b2

1232




19891

PMDA v2210001237

2022/04/15 25 25 COVID-19
3 0.3ml /

2016

24

BNT162b2

1233




83

25 11

24

83

COVID-19

2022/04/23

2022/04/23
2022/04/23

2022/04/23

2022/04/23

) 2016

COVID-19

/GCS: E4VIM2

1234




2022/04/25

Brugata

2022/05/19

2022/05/06

2022/04/23

2022/05/19
2022/05/10

QT
QT /QT

QT
25

2022/4/23
/GCS: E4VIM2

2022/04/23 ;

2022/04/23

2022/05/06

2022/04/23

2022/04/23

2022/05/06

2022/05/02

QT

26
S-1CD

2022/04/24

1235




2022/04/15 3 0.3ml

2022/04/23

GC E4ViM2

CcT
CAG

2022/04/24

2022/04/25 QT

2022/04/27

2022/05/02 MRI

2022/05/06 CAG

2022/05/10 S-1CD

2022/05/19

2022/04/24 2022/05/19
BNT162b2 ( ) QT

1236




BNT162b2

1237




19892

v2210001686

2022/03/17 62 COVID-19
FR4768

COVID-19

2022/04/02

2022/04/02

2022/04/02

2022/04/25 2022/05/02

BNT162b2
2022/08/31
1
COVID-19
2022/04/02

PMDA

1238




2022/04/23 ; 2022/04/23
2022/04/26
M
2022/04/26
50 /uL CSF

12

CSF

28

1239




CSF 2022/04/26 1 /uL;

CSF 2022/04/26 61 mg/dl;
CSF 2022/04/26 98 mg/dl;
2022/04/26 ; 2022/04/26
2022/04/26

2022/04/25 2022/05/02
BNT162b2

1240




19893

v2210001629 PMDA

2022/05/28 15:00 18 COVID-19 BNT162b2
FM7534 2022/10/31
2016
2022/05/28 2022/05/29
1 FF0843 2021/10/31

2021/09/05 COVID-19

2 FF9944 2022/02/28
2021/09/26 COVID-19

2022/05/29 ;

2022/05/29 ;

2022/05/29

1241




2022/05/30

2022/05/30

/

2022/05/30

2022/05/30

Body temperature

Echocardiogram

Electrocardiogra

6 1 avL ST

V5 6

Ultrasound scan

2022/05/28 15:00
2022/1

2022/05/28 36.5 ;

2022/06/01

m 2022/05/30
; 2022/06/01 V3-6

2022/06/01

BNT162B2
CovID 4

0/31 3

V2-5 ST ;  2022/05/30 V1-

;  2022/06/01 v4 ST

FM7534

1242




5 30
6 1
5 30
2022/05/30

ST

V3-6

V2-5

ST

1243




2022/05/30

ST

2022/05/30 2022/06/01

2022/06/01

2022/06/08 11

bnt162b2

CRP

CRP

1244




2022/06/17

2022/06/27
3
« )
)  COVID-19 BNT162b2 (
/ 3 ( )
19894 COVID-19 COVID-19 (
)
C ( )
( )

1245




( ) 3 bnt162b2(
( ) C
3
C
/
2021/10 COVID-19 BNT162b2 /
2
19895 COVID-19 COVID-19
2022/04
GOT

2022/04 GPT
2022/04

1246




2022/04 /-

2022/04
2022/04
2022/04 2022/04
A\ 2022/04
2 2021/10
2022/04
3 2022/05
3
2022/04
1
2022/06/02 HbAlc
Alc

GOT GPT wGTP

GPT wyGIP 3

GOT 2 62

2022/04
2022/04

GOT GPT WGTP

VGTP

1247




HbAlc

3 2022/01
2022/02/21 GOT GPT YGTP
HbAlc
GOT GPT 3 YGTP 61
LDH

2 3
BNT162b2 /

ID 169431
14 covid-19 BNT162b2
/ 2
19896
COVID-19

1248




2022/06/17 14
1 2

1249




19897

mRNA COVID-19
2022 vol 35 1S pgs 186

19 COVID-19 COVID-19 2
/
11
CKD stage5
CKD stage5 / CKD
CoVID-19 CoVID-19
(172/139)
Sp02
38

19

79%

1250




79% 38
7.3mg/dL
(172/139) 2
67mg/dL 17
38 2
7 mL/min/1.73 m2
m2 2
79% 2
342mg/dL 17
2+ 17
CHD
CHD 4

17

13mg/dL
96mg/dL
2

17
217mg/dL
3+ 2

(172/139)

2

2

4

2

Spo2

mL/min/1.73

1251




CKD mRNA COVID-19

CKD mRNA COVID-19
mRNA COVID-19
CKD
2022/01 53 BNT162b2
FK0108 2022/04/30
19898
1
2022/02/21
GOT

1252




2022/02/21 GPT
; 2022/02/21
HbAlc ;

2022/02/21 LDH ;

2022/02/21 ;
2022/02/21 Y

2022/02/21 VY GTP

Alanine aminotransferase: (2022/02/21) high, : 3 ; Aspartate aminotransferase:
(2022/02/21) high, : 3 ; Blood glucose: (2022/02/21) ; Blood
lactate dehydrogenase: (2022/02/21) ; :(2021) 2
(2022/02/21) 3 ; Gamma-glutamyltransferase: (2022/02/21) 61, > high;

Glycosylated haemoglobin: (2022/02/21)

HbAlc

2022/01 3

2022/02/21

GTP

GPT 3 YyGTP 61

; Liver function test: (2022/02/21)

GOT
GPT \V4 \V4
HbAlc GOT
LDH

1253




19899

2021/12/10

2021/10/21

2021/02/24

2021/03/17

2022/02/02

SARS-CoV-2

SARS-CoV-2

36

COVID-19
35

COVID-19
36

€4591006

covid-19

2021/06/11

2021/04/26

36

BNT162b2
36

# EP2163

# EP2163

2022/02/16

; 2021/12/02 ; 2022/01/07

; 2021/08/11

2021/05/31 1

2021/05/31 2

; 2022/02/25

1254




COVID-19 SARS-CoV-2 COVID-19
2 24 52
COVID-19 SARS-CoV-2 COVID-
19
BNT162b2
BNT162b2
BNT162b2 /
PMDA
V2210001251
2022/05/10 28 COVID-19 BNT162B2 [
1 / 28
19900
COVID-19 Covid-19 1
COVID-19 Covid-19 2
2022/05/11

1255




2022/05/12 11:00

2022/05/12 11:00

2022/05/12 11:00

2022/05/16
2022/05/28 12
Magnetic resonance imaging head: , : ;
Magnetic resonance imaging neck: , : ;

Magnetic resonance imaging spinal: , : ;

05/11 05/12

05/12

2022/05/16 2022/05/28

MR

2022/06/13

1256




BNT162b2 /

19901

v2210000948 PMDA

2022/05/10 16:30 36
FN2726
36 5

2021/09/26
FF2018

2021/10/19
FK6302

5 COVID-19
2022/12/31 3

COVID-19
2022/03/31 35
COVID-19
2022/04/30 35

BNT162b2

38.5

1257




2022/05/11 15:00 /

2022/05/12 ;

2022/05/12 / ;

2022/05/12 ;

2022/05/17
ALT 62u/L ;

2022/05/17 8.5%

/ ALT 62u/L 8.5%

Alanine aminotransferase 5-45 2022/05/17 621U/1
; Aspartate aminotransferase 10-40 2022/05/12 ;
2022/05/17 241U/1; Auscultation 2022/05/17 -)
- ; Basophil count 0.0-2.0 2022/05/17 0.6%;Blood calcium 8.6-
10.2 2022/05/17 9.5mg/dl; Blood chloride 98-108 2022/05/17 103mEqg/1;
Blood cholinesterase 245-495 2022/05/17 3861U/1; Blood creatine
phosphokinase 50-230 2022/05/12 ;. 2022/05/17 1391U/1; Blood
creatinine 0.65-1.09 2022/05/17 0.75mg/dl; Blood glucose 70-109
2022/05/17 98mg/dl; Blood lactate dehydrogenase 120-245 2022/05/17
1851U/1; Blood lactate dehydrogenase 2022/05/12 ; Blood potassium 3.5-
5.0 2022/05/17 4._6mEqg/l; Blood pressure measurement 2022/05/17
135/60mmHg; Blood sodium 135-145 2022/05/17 142mEg/1; Blood test
2022/05/12 AST LDH CPK CRP ;. 2022/05/17
0.0 /100WBC 0.0 ; Blood test 2022/05/17 0.0%

1258




0.0 ;. 2022/05/17 0.0% 0.0 ; Body temperature
2022/05/10 36.5 ; C-reactive protein 2022/05/12
; C-reactive protein 2022/05/17 0.14mg/dl LT 0.30 ;
Electrocardiogram 2022/05/17 -) Q
Q ; Eosinophil count 0.0-
7.0 2022/05/17 8.5% ; Gamma-
glutamyltransferase 2022/05/17 691U/1 LT 79 ;
Haematocrit 40.4-51.9 2022/05/17 46.7%; Haemoglobin 13.6-18.3
2022/05/17 15.6g/dl; Heart rate 2022/05/17 60 60/ ; Chyle
2022/05/17 1+;Lymphocyte count 18.0-50.0 2022/05/17 37.0%;Mean cell
haemoglobin 28.2-34.7 2022/05/17 33.1pg; Mean cell haemoglobin concentration
31.8-36.4 2022/05/17 33.4%;Mean cell volume 83-101 2022/05/17 99
FL; Monocyte count 1.0-8.0 2022/05/17 4.8%;Neutrophil count 42.0-
74.0 2022/05/17 49.1%;0xygen saturation 2022/05/17 99 98; general
condition 2022/05/17 ; Platelet count 14.0-37.9 2022/05/17
36.1 *10™M/MCL ; Protein total 6.5-8.2 2022/05/17 7.0g/dl
; Red blood cell count 438-577 2022/05/17 471
*10M/MCL; White blood cell count 3500-9700 2022/05/17 7900uL

38.5

2022/05/11 15:00

2022/05/10 4 30

15

11

1259




2022/05/12

2022/05/17
Q) Q) Q)
Q

Q

12
COVID-19
4
2022/05/11 -
BNT162b2
/ /

1260




2022/05/10 16:00

2022/05/11

2022/05/12

2022/05/17

Q) Q)

AST LDH CPK CRP WBC

2022/05/25

2022/05/25

1261




2022/06/13

1262




19902

2021/07/07 53 covid-19
/

2006

2018/01

2021/07/08

COVID-19
PCR

BNT162b2
2006 H18
38/37.5
2022/05/11
/
/

[2022/06/14]

1263




2021/07/17

2021/07/07

2021/07/08 38

2021/07/11 PCR

2021/07/14
2021/07/26

2022/04/29

2022/05/10 PCR

2022/05/12

PH

2006 H18

2013 H25

2021/07/26
BNT162b2
2021/07/17
2022/05/09 37.5
2022/05/11
2022/05/13

CR 3mg/

2022/07/05

1264




2022/05/10

-Cov2
-Cov2
ECMO
/
/ /
/
2022/05/13
500mg
-CoV-2
36.71
2021/07/07
2018/01
/
-CoV2

-CoV2

MIS

2022/05/12

1265




3mg/

2021/07/17 2021/07/26
2021/07/08 38 ; 2022/05/09 37.5 ;
2022/05/10 ; 2021/07/11 ; 2022/05/11
; 2022/05/12 36.71
BNT162b2 /
2022/06/14
2021/07/07 1
COVID-19

COVID-19

2022/07/05

1266




2022/05/10 36.71
2022/05/12
2021 79 BNT162b2
/ 2
19903

1267




19904

2021/10/

COVID-19

v2210001264

01 61 10

FE8206

2021/10/02

COVID-19

2022/01/31

COVID-19

BNT162b2

61

PMDA

10

1268




2021/10/02

2021/10/02

2021/10/03

2021/10/06

2021/10/06

2021/10/06

2021/10/01 BNT162b2 2

2021/10/02

2021/10/01

10/02

10/03

10/04

1269




10/06

10709

10/23

11720

2021/12/04

2022/06/21

2021/10/06

BNT162b2

;2021711720

1270




1271




v2210001243 PMDA

2022/05/23 09:34 14 COVID-19 BNT162b2
FP9647 2022/10/31 3 14
19905 ’
. 2021/09/14 15:22 1
FG0978 2022/02/28

2021/10/05 15:16

2 FH3023 2022/03/31

2022/05/24

2022/05/24 06:30
2022/05/24 ;

2022/05/24 06:30 2022/05/24

1272




2022/05/23
6:30

14 4

2022/05/24 06:30

36.1

PFfizer-BioNTech COVID-19

2022/05/24

2022/05/24

SARS-CoV2

1273




Pfizer-BioNTech COVID-19

2022/05/24 06:30 20
2022/05/24
2022/05/24

/

2022/05/24  06:30

30

<<Major >>:

<< Minor >>:

<< >>

AND

56

BNT162b2

1274




20

Major

Major

2022/07/04

AND 1

Major

AND/OR 1

1275




19906

164

14

covid-19

covid-19

Covid-19

BNT162b2

SARS-CoV-2
2022 Vol:35(1S) pgs

1276




Alb 1.2 g/dL; / 15.47 > g/gCre.
ID (169431)
18 BNT162b2
/
1
19907
2
2
/

1277




19908

Program ID: (169431)

2021/12 65 COVID-19

2021/11

2021/12/20
2021/12/20
5kg
2022/04
CcT

BNT162b2

COVID-19

5kg

1278




MR1 2022/04

2021/11 45kg

2021/12 2
2021/12/20
cT
2
500ml
5kg 1 45kg
30kg
2022/04
MRI1
/

40kg

1279




19909

PMDA

2022/02/24 14:10 74

74

COVID-19

COVID-19

2022/02/

2022/02/

100 110

2022/02/

24

24

24

v2210001204
CovID-19
FN2723 2022/07/31
COVID-19 1
COVID-19 2

BNT162b2
3

2022/03/01

2021/11/01

2022/05/11

1280




2022/02/24

2T 2X

2022/05/11

2022/03

2022 4

2022/02/24

2022/02/24

36.4

2022/03/01

Q)

5mg 2T 2X
2021/11/01
5mg 2T 2X
0006664784
3
4
2022/02/24

6mg

1281




1 2 CovID-19

2022/05/11 100 110

bnt162b2

BNT162b2 /

2022/06/16

202200611929 202200825056
202200611929

#2

2022/06/27

2022/07/04

1282




19910

ID (169431)

2022/06/14 COvVID-19 BNT162b2
3

CovVID-19 COVID-19

CoVID-19 COVID-19 2

1283




165 7/

165 165 /
165 7/
/
ID 169431
19911
2022/06/13 COVID-19 BNT162b2 /
3

1284




2 COVID-19
1 COVID-19
2022/06/13 3
3
«c )
2022/06/04 13 ( ) covid-19 BNT162b2(
: FM7534 : 2022/10/31 3 13
( )
; 2 2
19912 COVID-19
CovID 4
( 1 2021/10/16 / : FJ5790
2022/03/31 13 ) COovID-19 ;
( 1 2021/11/06 2 / : FJ7489

1285




2022/04/30 13 ) COovID-19

2022/06/06 « ) ;
2022/06/06 «C )
( 4 )
CRP ;
2022/06/06 SARS-COV-2 PCR
2022/06/06 :
2022/06/07 100 RBC 100/HPF
1.12 :2022/06/22 20-29 RBC
29/HPF /Cre 0.05
COVID-19
2022/06/22
2022/07/04

/Cre
20-

1286




19913

2021/05/13 67

2017

CovID

CovID

2021

2022/06

2017

COVID-19 BNT162b2
ER7449 2021/06/30 67
COVID-19
2017
2021/04/21 67
/
4
2
COVID-19
COVID-19
2021
2021 10

2017
CovID-19

COVID-19

2022

2022 6

1287




2021 10
2021 2022
2022 6
2021 2022
2022 6
2021 10
/
PMDA v2210001269
2022/05/18 13:15 14 BNT162b2
3 FM7534 2022/10/31 14
19914
1
2
2022/05/24 MRI
2022/05/24
2022/05/24

1288




2022/05/24

2022/05/24

2022/05/24

2022/05/24

2022/05/24 33.3

2022/05

; 2022/05/25
2022/05/25

412 ( 2022/05/24 412 mg / dl

2022/05/24
; 4 2022/05/25
HIT PF4-
412
2022/05/18 36.4
X 2022/05/24 /

2022/05/24 39.7 ;
2022/05/24
MRA

2022/05/24 13.1 g / dl;

16.9 ( 2022/05/24 18.2x10 * 4 / UL

16.9x10 * 4/UL

2022/05/24 13.7 ;
1.64 ( 2022/05/24 1.03 1.64

2022/05/24 451x10 * 4 / UL; SARS-CoV-2
PCR / LAWP

2022/05/24

1289




2022/05/24 13700uL

2022/05/25 CT

2022/05/24 MRI
MRA
2022/05/24 X
CovID-19

100

1290




19915

2022/02/27 09:00 83 CovID-19
FJ5929

COVID-19 COVID-19 2

COVID-19 COVID-19
2022/04/20
COVID-19
COVID-19
1

BNT162b2
2022/07/31 83

1291




19916

2021/10 41

2021/09

2021/11

2021/11

2021/11

2021/11

2022/04/18

BNT162b2

1292




2022/06/08

2022/06/08

Alanine aminotransferase: (2022/04/18) 47; Aspartate aminotransferase: (2022/04/18)

30; CT 2022/04/18 ; C-reactive protein:

(2022/04/18) 0.35, ; Fibrin D dimer: (2022/04/18) 0.7,

Gamma-glutamyltransferase: (2022/04/18) 97; 2022/04/18
40 1
41
2021/09 1
2021/10 2
2021/11 1

1293



BNT162B2

2021/09 2021/10

11
2022/04/18
CRP  0.35
ADT GOT 30 APT GPT 47 ~wGTP97
D 0.7
6 8
2022/06/14
1
2
2022/11

1294




19917

2022/05 34 covid-19 BNT162b2 3

/
Covid-19 1 COVID-19 ;
2 2021/10 COVID-19
GPT GOT GGTP
2022/06/02 Al1C
2022/06
GOT /2 ;
2022/06 GPT
/3 ;
2022/06
v 2022/06
GTP /3 ;
2022/06
A1C GOT
/2 GPT /3 GTP

/3

1295




3 7/

2022/06 2 62
2022/06 Y 2022/06 3 7/
; 2022/06/02 ; 2022/06 ;
2022/06
1
2022/06/02 Al1C
GOT GPT GTP
BNT162b2 /
ID 169431
2022/05/28 covid-19 BNT162b2 2
/
COVID-19 Covid-19 1
19918
/
/
2

1296




1mm

/2

1297




2 1
2
/
ID 169431
2021/06/24 75 covid-19 BNT162b2
EW0207 2021/09/30
2018/12
2018/12 NOS
19919
1 EY5422
2021/08/31 COvID-19
2021/06/30
2021/06/30

1298




2021/07/07

2021/06/03

2021/06/24

2021/06/30

2021/07/07

2018/12

2021/06/03

2021/06/24

2021/06/30

2021/07/07

2021/06/30 /

2021/07/07

2021/07/07

2022/02

2021/06/30

1299




2022/02

2022/02 2022/02
2022/02 2022/02
v2210001241 PMDA
2022/02/19 69 covid-19 BNT162b2 3
/ 69
19920
CovID-19 1
2021/06/05
CovID-19 2
2021/06/26
2022/04/23 15:30 2022/06/13

1300




2022/04/23 15:30
17:30

2022/05/23

2022/04/25

2022/05/23

2022/04/23 15:30

2022/06/13

2022/04/23 15:30 3
5

17:30

2022/04/25

2022/05/23 MRI

ACE2

2022/04/23

2022/06/13

CT

1301




BNT162b2

BNT162b2 /
ID (169431)
COVID-19 BNT162b2
2021/04/21 1 ET3674 2021/07/31
2021/05/12 2 EW4811 2021/07/31
2022/01/13 3 FK7441
19921
2022/04/30
2022/04
(2022)

1302




3 5
4
6
PR ID
5833302
ET3674
CAPA
2022/06/23

PR
PFIZER-BIONTECH COVID-19

NTM

ID

1303




19922

2022/06/20 Valid

2022 vol 132(5) pgs 1289-1290 Two cases of anti-

TIF1l-gamma antibody positive dermatomyositis after SARS-CoV-19 Vaccination

87 COVID-19 BNT162b2 1

DM with positive anti-TIFI- gamma

antibodies

1304




; DM TIFI-

SARS-CoV-19 1
BNT162b2 DM with positive anti-TIFI- gamma antibodies
BNT162b2

19923

Program ID: (169431)

2022/06/11 47 COVID-19 BNT162b2
FN2727 2022/10/31 3
COVID-19 2021/08 2021/08
39
2021/10/28 1 FF5357
2022/02/28 COVID-19 1
37.4 2

2021/11/18 2 FH3023
2022/03/31 COVID-19 2 1 2

1305




2022/06/12

38.3 39
2022/06/12
2022/06/12
2022/06/12
2022/06/12 38.3 39
2022/06/11

2022/06/11 3

3 2022/06/12
38.3 39
39
38 39

38 39

2022/06/12

COVID-19

38

38

1306




2022/06/14

COVID-19

2022/06/12

Program ID: (169431)

1307




19924

€4591006

2021/02/25 38 COVID-19
1 EP2163
0.3ml
2021/03/18 COVID-19 BNT162b2
EP2163 2021/05/31
1
2021/04/14
2022/01/19
2 28 24
COVID-19
COVID-19
2 24 52
-CoV-2 COVID-19
1 2

BNT162b2

2021/05/31

0.3ml

-CoV-2

COVID-19

38

1308




2021/06/03
v

2021/06/15

2021/12/01

2021/12/27

2022/01/03

2022/01/04

2021/06/15

2021/12/01
2021/06/15

2021/12/27

2022/01/21

2022/01/04

2022/01/04 SARS-CoV-2
2022/01/04
2022/01/04

2021/04/14

600g

CcT
SARS-CoV-2
2022/01/04
2021/06/03

1309




19925

2022/04/28

2022/06/14

35

2021/02/24

2021/03/17

1

2

COVID-19

0.3ml

0.3ml

2018/11/13

2018/11/13

2018/11/13

BNT162b2

EP2163

EP2163

Valid

C4591006

2021/05/31

2021/05/31 35

40 6

31449

1310




2021/04/10

2022/01/15 1

2021/10/19 35

2021/04/10
2022/01/01 2022/01/07 6
2022/01/02
3056 8 10
2021/08/20 PCR LAMP 2022/01/01 PCR
LAMP
SARS-CoV-2 2021/06/11
SARS-CoV-2 2022/01/01
2021/06/17 27.2mm
2 6 2 12
COVID-19 SARS-CoV-2 COVID-19

1311




2021/06/01

2021/06/17 9 5
27 .2mm

2022/01/01 21:30

BNT162b2

2022/01/02 10:08 38 1
50.5cm
2022/01/07
2022/04/28
2022/06/14
4591006

34cm

2022/01/15

2022/01/02

C4591006

1312




19926

v2210001278 (PMDA)

2022/06/03 62

covid-19 1

covid-19 2

covid-19 3

2022/06/04

covid-19

2022/06/04 1

2022/06/13 10

covid-19

covid-19

covid-19

covid-19

2022/06/13

BNT162b2
(62

1313




BNT162b2

BNT162b2
v2210001397 PMDA
2022/05/11 42 5 covid-19 BNT162b2 3
0.3 ml FT8584 : 2022/11/30 42
COVID-19 COVID-
19 - COVID-19 2 COVID-19
19927
2022/05/30
2022/06/06 (2022);
2022/06/06
2022/06/06
2022/06/06 (2022);

1314




2022/06/06

2022/06/09
1gA /
2022/06/07 2022/06/17 10
42 5
2022/05/11 COVID-19 3
BNT162b2 FT8584 2022/11/30
0.3ml
2022/05/11 CMT3 2022/05/31
IgA 2022/06/17
2022/05/30
2022/06/02 COVID-19  PCR
2022/06/03 WBC 17580 CRP 32.98 AST 67 ALT 206
2022/06/06

10A
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2022/06/07

2022/06/09 1gA 1gA

2022/06/17

2022/06/07 2022/06/17
BNT162b2

2022/06/17 CRP  6.43

2022/07/01

1gA
1gA 2022/06/09
2022/06/07

PMDA

10A

1gA 440
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19928

ID (169431)

2021/06/16 86 covid-19
EY5423 2021/08/31

1 FA4597
2021/05/26 COVID-19

2021/07

2021/07

2021/08

2021/10

2022/05

2021/07 ; 2021/07

BNT162b2

2021/08/31

39

2021/07/05

39 ;

2021/07 ;SARS-CoV-2 2021/07

1317




2021/07/10
8
1 2
3 4
(2021) 10
1 2022/05/20
2
2
1
2
MR
1.
2.

180

12

20

1 3 4 5 180

50 4

CT
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19929

2022/02/14

2022/02/14

3

ID 169431)

COVID-19

COVID-19

COVID-19

BNT162b2 3
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19930

2022/04/02
FN9605

COVID-19

COVID-19

2022/04/03

2022/04/03

2022/04/03

2022/04/03

2022/04/03

2022/04/03

v2210001275
27 COVID-19
2022/08/31 3
1
2
2022/04/08 5
/

BNT162b2

COVID-19

COVID-19

27

PMDA

1320




ALT 2022/04/03 58 2022/04/03
2022/04/03 63 CRE 2022/04/03 0.98 LD

57 AST 2022/04/03 31 CK
2022/04/03 147 BUN

19931

2022/04/03 11 CT  2022/04/03 HDA  ECG  2022/04/03
RR 2022/04/03 2022/04/03
HR  2022/04/03 74 MRI  2022/04/03
04/03 2
1
ID (169431)
2022/06/11 61 BNT162b2

3 FP9647

2021/09/15

2022/10/31 61
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2021/11/10

2022/06/11

2022/06/12

2022/06/15

2022/06/15

38

2022/06/15 5

2022/06/15

2022/06/16

2022/06/16

37

36 2022/06/12 37 2022/06/13
39 39

39

38

36
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C4591006

2021/02/25 14:15 45 CovID-19 BNT162b2
0.3ml EP2163 2021/05/31
19932
2021/03/24 14:15 2 0.3ml EP2163 2021/05/31
2021/12/02 3 / 45
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2021/10/18

2022/02/19 11:00 COVID-19
2022/03/06

2022/02/19 11:00

2022/03/06
COVID-19
2022/03/07
2022/02/19 37.5  SARS-CoV-2 2022/02/20
2022/03/04 X 2022/07
1 2 28 6
COVID-19 SARS-CoV-2
COVID-19
2 Q@ 6 12 )
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COVID-19 SARS-CoV-2

COVID-19

ICU

2022/02/18

2022/02/19

37.5

COVID-19

BNT162b2

CovID-19

(ECNO)
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2022/02/20 PCR

2022/03/07

2022/04

2021/03/24 500mg

2022/06/19 BNT162b2 EP2163
EP2163

NTM

CAPA

COVID-19 BNT162b2

1326




BNT162b2
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19933

v2210001433 PMDA

2022/05/27 13:30 57 9 COVID-19
FT9319 2022/12/31
57
2021/08/31 COVID-19
FF3620 2021/11/30
2021/09/21 COVID-19
FF2018 2022/03/31
CovID 4
2

2022/05/28 08:00

2022/05/28 09:00

2022/05/28 09:00

13:30

13:30

BNT162b2

38.5
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2022/05/30

2022/06/07

2022/06/17

38.5

BNT162b2
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19934

76 COVID-19
3

COVID-19
19
COVID-19

BNT162b2

COVID-19

COvID-

1330




10 1

19935

1 v2210001744

2022/02/27 09:00
3
2022/02/27

Covid-19

Covid-19

2022/04/20

2022/04/28

2022/04/28

2022/06/10

83 5

COVID-19 BNT162b2
: FJ35929 12022/04/30 83
35.3

COVID-19

COVID-19

PMDA

1331




2022/04/28 2022/05/23 BNT162B2

19936

SARS-CoV-2 mRNA

1 2022;vol 11(3) pgs 143-147
2021/06/26 71 CovID-19 BNT162b2 /
1
2021/07 ;
2021/07

2021/07/27

Alanine aminotransferase: (2021/07) 23 1U/1; Antibody test 2021/07 Negative;
2021/07 Negative; 2021/07 Negative; Anti-cyclic citrullinated peptide

antibody 2021/07 0.5 1U/ml; Antineutrophil cytoplasmic antibody 2021707

Positive; 2021/07 Negative; 2021/07 Negative; Antinuclear antibody 2021/07

1332




Negative; 2021/07 Negative; 2021/07 Negative; 2021/07 40 times;
Aspartate aminotransferase 2021707 48 1U/1; 2021/07
; 2021/07 ; Basophil percentage

2021707 0.3 %; Blood albumin 2021707 2.3 g/dl; Blood bicarbonate

2021707 22.5 mmol/1 Blood gas analysis reservoir mask 02 10L/min ;
Blood bilirubin 2021707 0.7 mg/dl; Blood chloride 2021707 98 mmol/L; Blood
creatine 2021/07 0.44 mg/dl; Blood creatine phosphokinase 2021707 69 1U/1;
Blood gases 2021707 ; Blood lactate dehydrogenase

2021707 636 1U/1 ; Blood potassium 2021707 3.9 mmol/L;

2021707 119/79 mmHg; Blood sodium 2021707 133 mmol/L; Blood urea

2021/07 10.6 mg/dl; 2021707 37.2 ;

3 months after onset; 2021/07
;. 2021/07/27 ;  2021/09/07
; CT 2021/07
; C-reactive protein
2021707 21.3 mg/dl ; 2021707 ; Eosinophil percentage
2021707 0.1 %; Haematocrit 2021/07 37.9 %; Haemoglobin 2021/07 13 g/dl;

2021/07 118 / ; mycoplasma loopmediated isothermal
amplification LAMP 2021707 ;KL-6 2021707 1686 1U/ml ;
Lymphocyte percentage 2021/07 11.8 % ; Monocyte percentage

2021/07 5.8 % Neutrophil percentage 2021707 82 %; 2021707

;. 2021/07 ;Sp02 2021/07 80% ;2021707 96%
02 5L/ ; PCO2: (Jul2021) 30.5, Torr Blood gas analysis

reservoir mask 02 10L/min ;body fluid pH 2021/07 7.481 : Blood gas

analysis (reservoir mask 02 10L/min); Platelet count 2021707 410 x10 9/1;P02
2021/07 116 Torr Blood gas analysis reservoir mask 02 10L/min ; Red

blood cell count 2021707 4270 x10 9/1; 2021707 20 /  ;SARS-

CoV-2 test 2021/07 Negative; 2021/07 ; Surfactant protein
2021/07 683.6 ng/ml ; 2021/07 ; White blood cell

count 2021/07 19180 /mm3
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19937

€4591006

47 COVID-19

2021/02/22 0.3ml

2021/03/15 13:45 2 0.3ml
2021/05/31
2021/12/03 3
2021/10/18
COVID-19
2022/03/22
2022/03/12 ; 2022/03/13
2022/03/14 ;
2022/03/15 ;

BNT162b2

EP2163

EP2163

COVID-19

2021/05/31

47

47

2022/03/12 09:05
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2022/03/16 ;

SARS-CoV-2 2022/03/12

COVID-19

1
2021/02/25 2021/03/15 2021/03/16
2022/03/12 09:05 358 CovID-19
2022/03/22 368
2022/03/12 PCR

2022/03/13-15
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2022/03/16

2022/03/17-21

2022/03/22
2022/06/20
2 /
2
2 28

2022/06/21

€4591006

1336




BNT162b2

CovID-19 SARS-CoV-2
2 6 2 12
ICU
ECMO
COVID-19

2022/06/21 BNT162b2

PR ID

PR ID 5741000

PFIZER-BIONTECH COVID-19

EP2163

COVID-19
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NTM

CAPA

19938

76 covid-19 BNT162b2

2022/02/12 3

2022/02/17 COVID-19

2022/02/17

2/17

1338




2022/02/28 SARS-CoV-2

2/12 3 2/17  COVID-19
3 4
1 2 3 3
4 10
COVID-19 2 1
/

1339




19939

30
30

2021/02/19 1

2021/03/12 2

2021/12/06 3

2021/10/29

2022/01/18

C4591006

COVID-19 BNT162b2
EP2163 2021/05/31
EP2163 2021/05/31
/
COVID-19
SARS-CoV-2 2022/01/18

1340




COVID-19

ECMO
2022/01/23
6
PR ID PR ID 5741000

-BIONTECH COVID-19

EP2163

NTM

COVID-19 BNT162b2

ICU

LOE

CAPA

1341




2022/06/23

BNT162b2 /

19940

1D: (169431)

85

2022/01/724 3

2022/04/25

BNT162b2

1342




2022/04/25

19941

T v2210001281

2021/07/09 12:40

2021/11/30

2021/07/09

2020/10/07

2022/04/21
5
« ) PMDA
COVID-19 BNT162b2( 1
:EY0572 :2021/10/31 ) (43 )
2020/10/07
2018
: 2021/04/06
2021/04/06 :
2018 :
2021/11/30
/ ;

1343




2021/07/09 12:50

2021/07/17

2021/07/17

2021/07/17

2021/07/17

/ 38

2021/07/17

2021/07/17

2021/07/17

2021/07/17

2021/07/21

2021/08/05

2021/08/05

2021/08/10

2021/09/10

37.3

38

37.3
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(2021/09/07) 75

:(2021/07/09)  36.5 : 1 (202
:(2021/07/20) 38

(2021/07/19)

- 1 (2021/09/07) 75

SARS-CoV-2  : (2021/07/19) (2021/07/21)

1 (2021/09/07) 213

1 (2021/09/07) 9160

2021/07/09

2021/07/17

2021/07/20 38

2021/07/21

2021/07/27

1/07/17)

PCR

37.3

37.3
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2021/07/29

2022/05/24 ( )

2022/05/24

BNT162b2

2021/07/09 12:50

5mg /

2021/07/17 8

40mg

2021/08/05

1346




2021/08/10

2021/08/30

2021/09/10

2021/10/27

2022/12

2022/07/01

PCR CT

5mg

TG

-GTP  WBC

19942

2022/01/21 75 COVID-19
FL7646

BNT162B2
2022/05/31
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2022/01/22

2022/01/22
2022/01/22 (2022/01/24)
2022/01/22 2022/01/24
2
BNT162b2
« ) PMDA
-v2210001276
2022/02/16 74 covid-19 BNT162b2( 3
74 )
/ ( ) / /
19943 ’
);
/7 ( /7
);
);
(

1348




a COVID-19 );

¢ COVID-19 )
2022/02/18 ( )
2022/03/28 ( )
11.5% ;
( )
2022/03/28 : 11.5%
74 1
COVID-19 BNT162b2(1 2
)
2022/02/16 COVID-19 BNT162b2(
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2022/02/18( 2 )

2022/02/19 ( )

2022/02/16 3

2022/02/18

2022/03/28 11.5%

2022/04/08 0.625mg

BNT162b2

BNT162b2 /
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19944

2021/06/16 82 82 covid-19

0.3ml /
2021/06/16 2021/06/16
2021/06/16 2021/06/16
2021/06/16 2021/06/16
2021/06/16
BNT162B2

BNT162b2
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BNT162b2 /

2022/07/04
PMDA
v2210001280
2021/09/08 50 CovID-19 BNT162b2 1
FF4204 2021/10/31 50
2021/09/08 16:00
19945
2021/09/08 16:00
2021/09/08 2021/09/15
7
2021/09/08 1
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2022/09/15 7

2021/09/08 2021/09/15

19946

ID 169431

2022/06/18

2022/06

2022/06

BNT162b2
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19947

12021712

2021/12
(
(
/
(

covid-19

a

BNT162b2(

COVID-19
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2021/12
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19948

41 CovID-19 BNT162b2
/ 2021/10 2

COVID-19
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19949

2022/06/20

Two cases of anti-TIF1l-gamma
antibody positive dermatomyositis after SARS-CoV-19 Vaccination

2022; Vol:132(5), pgs:1289-1290

81 COVID-19 BNT162b2 (
1 )

( ) -TiIFl-y (oW

Antibody test: ( -TIFl-y );

Endoscopy gastrointestinal:S

Laboratory tests: (O] o -TIFI-y
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81 1 SARS-CoV-19 2
-TIF1-y (M) PSL 50mg/
S
SARS-CoV-19
-TIF1-y (M)
BNT162b2 s
BNT162b2
2022/03/18 36 COVID-19 BNT162b2
/ 3
still WPW
COVID-19 COVID-19
19950
COVID-19 COVID-19 2
2022/03
2022/03
2022/03
2022/03
still
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2022/03/18

3 Still
3 Still
bnt162b2
/
v2210001283 PMDA
2022/06/13 16:00 47 COVID-19 BNT162b2 3
/ 47
19951
COVID-19 1 COVID-
19 COVID-19 2 COVID-19

2022/06/13 16:00

2022/06/13 16:00
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2022/06/15 04:00

2022/06/15 04:00

14.1 /uL

2022/06/15 04:00

2022/06/15 151/98 mmHg

2022/06/13 36 2022/06/15 141000uL
/uL
BNT162b2
151/98mmHg
47
141000/uL
BNT162b2 /
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19952

v2210001250

2022/06/11 11:00 22
0.3ml

2022/06/11

2022/06/12

2022/06/11

2022/06/12

2022/06/14

2022/06/14

PMDA

CovID-19
FM7534

36.7

12

BNT162b2
2022/10/31 22
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BNT162b2

2022/06/11

2022/06/11

19953

Program ID: (169431)

2022/01/24 86
/

COVID-19

COVID-19

covid-19

BNT162b2
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2022/04/25

19954

COVID-19 2022/04/25
SARS-CoV-2 2022/04/25
5
/
COVID-19 BNT162b2
/
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19955

v2210001290 PMDA

2021/12/10 36 2 COVID-19 BNT162b2
FJ1763 2022/04/30
1 EP2163 2021/05/31
2 EP2163 2021/05/31
1
2022/04/16 2022/04/29 ;

COVID-19

COVID-19

1364




2022/04/16 2022/04/29 ;

2022/04/20 2022/04/29

2022/04/20
2022/04/29 9

2021/12/10 35.8

2022/04/16

2022/04/16

2022/04/20

2022/04/29

BNT162b2

2022/04/20-2022/04/29

2022/04/29
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19956

63

ID 169431

COVID-19 BNT162b2

COVID-19

COVID-19
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BNT162b2 /

19957

2022/05/23 10:30 38
0.3ml

2022/02/28

2022/03/31

COVID-19
FT8584

11:30
2021/10/06 COVID-19

11:10
2021/10/27 COVID-19

BNT162b2
2022/11/30 38

FF9942

FF2018
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X

2022/05/25

/
2022/05/25
2022/05/25
/
2022/05/24
2022/05/24
2022/05/24
/
/ /
1 (2022/05/28)
38

2022/05/25

1368




2022/05/23

2022/05/23

2022/05/24

2022/05/25

2022/05/25

2022/05/26

2022/05/28

2
BNT162b2
COVID-19
cMT 3 LOT: FT8584
2022/05/28
500 <3 / 5mg=<1 7/
bnt162b2

0.3ml

1
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bnt162b2

(2022/06/07)
(2022/06/20) -
/
/
2022/05/28

2022/05/28

bnt162b2

1370




19958

v2210000190

2021/09/28 19:00 17
1

2021/09/28 20:00

2021/09/29

2021/09/29

2021/09/29

2021/09/29

2021/09/29

2021/10/02

2021/10/15

FHO151

BNT162b2
2022/03/31 17

/ Cough

PMDA

1371




2021/09/28 36.5

2.904kg

2021/09/28

2021/09/28 20:00

2021/09/29

2021/09/30

2021/10/02

2021/10/15

2021/10/23

2904g

BNT162b2

Cough

BNT162b2
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2022/04/19

2022/06/20
Cough
PMDA

v2210001293

2022/06/04 13 CovID-19 BNT162b2

FM7534 2022/10/31 13
19959

2021/10/16 FJ5790

2022/03/31 CovID-19

2021/11/06 FJ7489

2022/04/30 COVID-19

1373




2022/06/05

2022/06/06

2022/06/07

2022/06/06

1gA

1gA
2022/06/09

2022/06/09

2022/06

PSAGN

BNT162B2

2022/06/07
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19960

"A case of anti-MOG antibody-
positive ADEM following COVID-19 mRNA vaccination.”™, Neurological Sciences, 2022;
Vol:43(6), pgs:3513-3514, DOI:10.1007/s10072-022-06019-6.

54 covid-19 BNT162b2 BNT162B2

covid-19 1 covid-19

14 Post

vaccination Acute disseminated encephalomyelitis

Post vaccination Acute disseminated encephalomyelitis

39.3
C- 1.17 mg/dL 23 uL
809.8 pg/mL 31.2 mg/mL

angiotensin-converting enzyme

anti-aquaporine-4 antibody anti-MOG antibody contactin-associated

protein 2 glial fibrillary acidic protein leucine-rich

gliomainactivated protein 1

MRI ;

91 %;

1375




8130 /mm3

19961

2021/08 40

TINU

2022;vol

COVID-19

Alanine aminotransferase: (

converting enzyme: (

antibody: (

) less than 2.0,

) 21 1U/1,

COVID-19 TINU

64(4) pgs 389-394

BNT162b2 /
2015
2015
TINU
11 ; Angiotensin

) 13.6 1U/I; Anti-glomerular basement membrane

11 ; Antineutrophil cytoplasmic

1376




antibody: ( ) less than 1.0, : 11 ¢ ) less than 1.0,

11 ; Antinuclear antibody: ( ) less than 40, : 11 ;
Anti-thyroid antibody: ( ) less than 10.0, : , 11 o ¢
) 2.5 1U/ml, : , 11 ; Anti-thyroid antibody: ( ) 1.3 1u/1,
11 ; Aspartate aminotransferase: ( ) 13 1U/1, : 11
; Basophil percentage: ( ) 0.5 %, : WBC 11 ; Bence Jones
protein urine: ( ) , : 11 ; Beta 2 microglobulin urine: (
) 6850, : mcg/L, , 11 ¢ ) 41100, : meg/L 46
¢ ) 25400, : meg/L 74 ¢ ) 2630, : mcg/L
104 ; = ¢ )

74 ; Blood albumin:

( ) 4.2 g/dl, : 11 ; Blood calcium: ( ) 10.3 mg/dl,
11 ¢ ) normalized; Blood chloride: ( ) 102 mEg/I,

11 ; Blood creatinine: ( ) 1.56 mg/dl, : 7 o ¢ )
1.68 mg/dl, : 11 ¢ ) 2.06 mg/dl, : 46 o ¢ )
1.89 mg/dl, : 74 ¢ ) 1.78 mg/dl, : 80 o ¢ )
1.45 mg/dl, : 104 o ¢ ) 1.40 mg/dl, : 117 ;
(2020/12) 1.06 mg/dl, : ; Blood glucose: ( ) 100 mg/dl,

11 ; Blood immunoglobulin A: ( ) 151 mg/dl, : 11 ; Blood
immunoglobulin G: ( ) 16.5 mg/dl; ( ) 1026 mg/dl, : 11 ;
Blood immunoglobulin M: ( ) 132 mg/dl, : 11 ; Blood lactate
dehydrogenase: ( ) 142 1U/1, : 11 ; Blood parathyroid hormone:
( ) 8 pg/mL, : 11 ; Blood phosphorus: ( ) 3.8 mg/dl,

11 ; Blood potassium: ( ) 4 mEg/1, : 11 ; = ¢
) 135/81 mmHg, : 11 ; Blood sodium: (D ) 138 mEg/I,
11 ; Blood thyroid stimulating hormone (0.61-4.23): ( ) 0.03 Miu/L,
11 1 ( ) 3.69 MiU/L, : 46 1 ( ) 3.34 MiU/L,
104 ; Blood urea: ( ) 26.1 mg/dl, : o ¢ )
23.5 mg/dl, : 11 ; Body mass index: ( ) 31.2, : 11 ;
Body temperature: ( ) 37 , : ¢ ) 36.3 ,
11 ; Complement factor C3: ( ) 193 mg/dl, : 11 ;
Complement factor C4: ( ) 64 mg/dl, : 11 ; C-reactive protein:
( ) 2.24 mg/dl; ( ) 1.36 mg/dl, : 11 ;
( ) 1.41 mg/dl, : 46 ¢ ) 0.47 mg/dl, : 74 ;
( ) 0.02 mg/dl, : 104 ¢ ) 0.88 mg/dl, : 117

; C: ( ) 1.78 mg/l, : 11 ;
Eosinophil percentage: ( ) 3 %, : WBC 11 ; Glycosylated
haemoglobin: ( ) 6.2 %, : 11 ; Haematocrit: ( ) 43.7 %,

11 ; Haemoglobin: ( ) 14.6 g/dl, : 11 ; Heart

1377




rate: ( ) 86, / 11 ; 1-25-(0H)2: ( ) 26.1
pg/mL, 11 ; FECa: ( ) 1.25 %, 11 ;
= ¢ ) 21.7, : pc/ms 80 o ¢ ) 9.7, : pc/ms
84 ¢ ) 7.1, > pc/ms 104 i ( ) 4, 11
¢ ) ++, 46 o ¢ ) ++, 74 ; (

) ++, : 80 ¢ ) -, 84 ; ( ) -,

104 ; ( ) -, 117 o ) , : 11 ;
Lymphocyte percentage: ( ) 18.6 %, : WBC 11 ; Mean cell volume:
( ) 88.1, : fL 11 ; Monocyte percentage: ( ) 5.5 %,

WBC 11 ; Neutrophil percentage: ( ) 72.4 %, : WBC 11 ;
Ophthalmological examination: ( )
; Parathyroid
hormone-related protein: ( ) less than 1.0, 11 ; o ¢
) ,
Platelet count: ( ) 346000 /mm3, 11 ; Protein total: (

) 7.4 g/dl, 11 ; o ¢ ) (), 11 ;
(2020/12) (-); Red blood cell count: ( ) 4960000 /mm3, 11 ;
Red blood cells urine: ( ) 1-4, : HPF 11 ; Thyroxine free (0.83-
1.77): ( ) 2.15 ng/dL, 11 o ¢ ) 0.89 ng/dL,

46 o ¢ ) 0.98 ng/dL, 104 ; Total complement activity test:
( ) 68.9, : CH50/mL 11 ; Tri-iodothyronine free (2.51-4.16): (
) 4.52 pg/mL, 11 o ¢ ) 2.55 pg/mL, 46 ;
( ) 2.52 pg/mL, 104 ; = ¢ )
, ; 2 ( ) ,
; 2 ( ) (), 1

; (2020/12) (-); Urine analysis: ( ) 2.8 1U/1, 11 - ¢

) 18.9 1U/1, 46 1 ( ) 6.6 1U/1, 74 1 (

) 4.2 1U/1, 104 ; White blood cell count: ( ) 8280 /mm3; (

) 8740 /mm3, 11 ; White blood cells urine: ( ) 1-4,

: HPF
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19962

€4591006

40
1 EP2163
EP2163
/
2022/03/05
2022/02/24
COVID-19

covid-19

BNT162b2 2021/02/25
2021/05/31 2021/03/18 2
2021/05/31 2021/12/20 3

39

COVID-19 2022/02/23
COVID-19

SARS-CoV-2 2022/02/22

28 6

1379




COVID-19 SARS-CoV-2

COVID-19

COVID-19 SARS-CoV-2

COVID-19

2021/10/28

2022/02/23 COVID-19

2022/02/24

2022/03/05

ICU

2022/05/26

COVID-19

BNT162b2

ECMO

12

40

1380




QC

PRID

PRID5741000 PFIZER-BIONTECH COVID-19

EP2163
NTM
CAPA
BNT162b2 /
1D:169431

74 COVID-19 BNT162b2

1 /

/ 3
19963
2022/05/24 COVID-19
3

1381




05/24

2022/06/02

3

/
COVID-19
2022/06/07 55 CovID-19 BNT162b2
/ 55
19964

2022/06/07 ISRR
55

1382




ISRR

/
2021/05/18 covid-19 BNT162b2 2 0.3ml
/
1 2021/04 2021/04 COVID-19
19965
2021/05/18 2022
C- CRP
2022 110 110
C-
2021/05 6.5 2
2021 6 7 8 9 10

1383




2021/10 2021/10

2022/01 1

2022

2022

2022

2022

BNT162b2

2.5

3.5

10

CRP 6.5

01/07

CRP

110
110

12 13

2.5

6 7 8 9

10

3.5

110
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2022/06/20

2022/06/22
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19966

v2210001291 PMDA

2022/06/04 14 11 covid-19 BNT162b2
FN9605 2022/11/30 14
COVID-19 1 2021/10/09 14
COVID-19 2 2021/10/30 14
2022/06/04

2022/06/04

2022/06/04

2022/06/06 /

2022/06/06
2022/06/06
2022/06/07 2022/06/14 7
/

2022/06/07 2723 1U/1

1386




MB 2022/06/07 116 1U/1

C 2022/06/07 5.94 mg/dl

2022/06/07 69.3

2022/06/05 ;2022706707 1 11 111 VF ST
2022/06/07 1 11 111 VF-V5 V6 ST 2022/06/07 ST
T
2022/06/07
2022/06/07 12 mm;

1 2022/06/07 30306 pg/mL

T 2022/06/07

2022/06/04

2022/06/06 I 11

ST T

2022/06/06

MRI

2022/06/07 2022/06/14
BNT162b2

2022/06/14

VF
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19967

2021/09/28 33

2021/09/28

2021/09/28
0.3ml

2021/09/28

2021/10/02

COVID-19 BNT162b2

0.3ml 33
2021/10/02
atopy

/

cov2

4
BNT162b2

1389




2022/06/20
COVID-19
atopy
3
COVID-19
atopy
BNT162b2 /

skin

1390




2022/05/11

2022/06/20
« ) PMDA
:v2210001285(PMDA)

2022/06/19 10:07 38 COVID-19 BNT162b2(

:FP9647 :2022/10/31 3 38 )

19968

COVID-19 a ) COVID-19 ;
COVID-19 ¢ ) COVID-19

1391




2022/06/19 10:15 ( )
(2022/06/19)

2022/06/19 10:15 ( ) (2022/06/19) ;

2022/06/19 10:15 ( ) (2022/06/19)

2022/06/19 10:15 ( ) ;

2022/06/19 10:15 ( )

2022/06/19 10:15 ( )

1 156/89 (2022/06/19);

36.4 (2022/06/19) : ;

© 99%(2022/06/19)

2022/06/19 10:15
156/89 99%

10:28
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BNT162b2

19969

v2210001746

2021/09/09 53 2

FHO151
2021/07/18
EY5423 2021
2021/09/09

COVID-19
/08/31

CovID-19
2021/12/31

BNT162b2
2

53

PMDA

1393




2021/09/09

2021/09/09

2021/09/09

2021/09/09

2021/09/09

2021/09/09

2021/09/09

2021/09/09 37

2021/09/09 2

2021/09/09 2

CT

37

37

37

1394




2022/06/15

CT

BNT162B2

1395




19970

2022/04/14 16:00 68

2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14

22:

22:

22:

22:

22:

22:

22:

ID :

00

00

00

00

00

00

00

169431

3

COVID-19

COVID-19

BNT162b2
68

COVID-19
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2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14

2022/04/14 16:00 3

22:00

22:00

22:00

22:00

22:00

22:00

22:00

60

: 60

22:00

130

/20

1397




20 60
7
1
6
/
/
COVID 19 mRNA
57 150
2022 Vol 150th
19971
2021/08 57 COVID-19 BNT162b2
/
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Covid-19 COVID-19

39
39 SARS-CoV-2
12 COVID-19 COVID-19
/
19972 COVID-19 COVID-
19 MIS-C
/

1399




19973

coviD-19

coviD-19

COVID-19(

SARS-CoV-2

) 49
0.3ml
(CovID-19
(CovID-19

CovID-19

COVID-19

covid-19 BNT162b2

/

;covid-19
1 /
2 /
COVID-19 ;
COVID-19

1400




BNT162b2

(2022/06/30) -

(

CovID-19

(COVID-19)

BNT162b2

1401




19974

v2210001282 (PMDA)

2021/12/28 13:30 71 CovID-19

FK6302 2022/04/30 3
11

1 COVID-19

2021/08/31 2 COVID-19

2022/01

2022/01/20

2022/01/31

2022/01/31

2022/02/03

/1gA

2022/04/29
2022/04/29

/1gA
2+ 2+ IgA

BNT162b2

71

ET3674 2021/07/31

EY2173

2+

2+

2022/05/06
2022/06/06

1gA

38

1402




2022/04/20 2021/12/28 36.0
Protein urine 2022/01/31 protein urine (2+) urinary occult blood (2+)
2022/04/20 (2+) Urinary occult blood: (2022/01/31) (2+)

2021/12/28 3

2022/01 +

2022/01/20 23 1gA
2022/01/31 2+ 2+
2022/02/03

2022/04/20 2 2+

2022/04/29 1gA

2022/04/29 122 2022/05/06
2022/06/17
2022/06/17 171

2022/04/29 2022/05/06
BNT162b2
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19975

v2210001286 PMDA

2022/06/18 17:58 23 0
FP9647

2022/06/18 18:10

2022/06/18 18:10

2022/06/18 18:10

2022/06/18 18:10

2022/06/18 18:10

2022/06/18 18:10
2 3

2022/06/18 105/55

COVID-19
2022/10/31

23

BNT162b2
0

BP 105/55mmHg

1404




2022/06/18 36.0

23 0

2022/06/18 18:10

2022/06/18

2022/06/18 17:58

BP 105/55mmHg

BNT162b2

12

1405




19976

78

PMR

150

2022 150
BNT162b2
X-38
100mg/
100mg/
18

pmr

1406




16.7mg/dl; 2.18mg/dl X+17
2-10 12 mm; 57 X+17 mm;
2022/06/21
SARS-CoV-2
3 2022; Vol:62(S), 566
2021/06/25 76 COVID-19 BNT162b2 (
19977
)

2021/06/04 COVID-19

GM1

1407




MFS

GM1

MFS ;

2021/06/04

2021/06/25

BNT162b2

2022/06/21

MFS

MFS

BNT162b2

BNT162b2

GQ1b

1408




10

; EUVA

13

1409




19978

2021/09/11

2021/08/21

ID 169431

COVID-19 BNT162b2 BNT162b2

COVID-19 BNT162b2

1410
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1412
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VA

1414
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VA

VA 1 0.3ml 3cc

0.3ml

15

10
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MRI
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05/11

3

1420




25

1421




10

1422




1423




1424




99

99

95
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19979

v2210001754 PMDA

2022/05/27 35 COVID-19
/

2022/05/27

2022/05/29 06:00

2022/05/29 06:20

2022/05/29 06:43

2022/05/29 06:43

2022/05/29 06:43

Asys

CovID-19

Asys

35

1427




2022/05/29 Asys

2022/05/29

Asys

06:45 CPR

07:38

Al

Al

COVID-19

BNT162b2

2022/05/29 06:00

1428




COVID-19
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19980

49

0.

3 ml

2021/05/31

2021/12/10

2021/10/15

COVID-

09:05

19

€4591006

COVID-19 BNT162b2
2021/02/25 EP2163 2021/05/31
2 2021/03/19 EP2163
0.3 ml 3
/ 48

BM

2022/03/03 COVID-19

COVID-19

COVID-19

48

2022/02/21

1430




38.6 37.0-37.5

SARS-CoV-2 2021/10/15 2022/02/13
738.6

3 737.0-37.5

4

7

2 28 2 6

SARS-CoV-2

COVID-19

2 2 12

2022/02/21
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SARS-CoV-2

COVID-19

2022 /06/21

BNT162b2

COVID-19

ICU

ECMO
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PFIZER-BIONTECH COVID-19VACCINE

EP2163

NTM

BNT162b2 /

CAPA
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19981

49

3 ( ) 0.3ml

COVID-19 COVID-19
) @

( )
COVID-19 ( )
SARS-COV-2  : COVID-19

3

COVID-19 BNT162b2(

(CoviD-19 1
)
3 COVID-19
BNT162b2
0.3ml 1
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2022/06/30

202200872351 PV202200007251
PV202200007251
3
PMDA
v2210001753

2022/05/15 59 COVID-19 BNT162b2 /

3 59

19982
Covid-19 1 COVID-19 ;
Covid-19 2 COVID-19
2022/05/30

1435




SARS-CoV-2

2022/05/30

2022/05/30

2022/05/30
2022/05/30
2022/05/30
2022/05/30
2022/05/30
2022/06/03

1436




2022/06/21

2022/05/15

2022/05/30

BNT162b2

NT162b2

PCR

Impella

2022/06/03

1437




19983

2021/12/25 81

2021/11/30  COVID-19
1 2022/04/30)

2022/03/21

2022/03/21

covid-19

FL1839

2022/06/16

BNT162b2
2022/04/30

¢

: FK6302

50cc

1438




0 50cc
2022/03/21 2022/06/16
87
v2210001329 PMDA
2022/06/17 52 COVID-19 3
BNT162B2 FP9647 2022/10/31 52
COVID-19 1
19984 COVID-19 COVID-19 2 COVID-19
2022/06/18
2022/06/18 2022/06/20 2
2022/06/18 2022/06/20

1439




BNT162B2

19985

v2210001302 PMDA

2021/08 44 covid-19
2 /

Covid-19 1

2021/08

2021/08

2021/08/27

2021/08 COVID-19 2

COVID-19

44

COVID-19

C 5/6

c 5/6

1440




2022/04/10
2022/04/27 C 5/6
BNT162b2
COVID-19 /
8/27 2022/04/27
2022/01 59 COVID-19 3 BNT162B2
0.3ml / 59
19986
COVID-19 1
COVID-19 COVID-19 2
COVID-19
2022/01/22

1441




2022/01/22

2022

2022

2022

BNT162b2

2022/06/24

VAERS Primary Reporter Addl Qualification
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19987

2022/02/28

2022/02/28

2022/03/01

2022/03/03
37.7

2022/03/03

v2210001323 PMDA

16:30 79 c
FM
Covid-19
Covid-19
3
Sp02 76%
3
2022/03/03
2022/03/03

ovid-19
3289

38

2022/03/02

39

BNT162b2
2022/05/31 79

COVID-19

CT

Spo2 76%

BNT162b2

COVID-19

1443




19988

2021/08

COVID-19

COVID-19

(

covid-19

Covid-19

2021/08

COVID-19

2

(

1169431

1444




19989

EMA MLM

Three cases of drug-induced hypersensitivity syndrome associated with mRNA-based
coronavirus disease 2019 vaccines Journal of Dermatology 2022; Vol:49(6)
pgs:652-5 DO01:10.1111/1346-8138.16347; Three cases of drug-induced
hypersensitivity syndrome associated with mRNA-based coronavirus disease 2019

vaccines Journal of Dermatology 2022; Vol:49 (6) pgs:652-655

DOI:10.1111/1346-8138.16347 = JP-MLMSERVICE-20220620-3627424-1
(MLMSERVICE)
72 COVID-19 BNT162b2 /

58 /

1445




3 Atypical drug-induced hypersensitivity syndrome

acute

exacerbation of interstitial pneumonia
Alanine aminotransferase: 31 1U/1 1 Aspartate aminotransferase: 17
1U/71 1 Blood creatinine: 2.62 mg/dl 1

1 3

38.5 3 38
C-reactive protein: 7.52 mg/dl 1 Eosinophil count: 2197 /mm3
/ 1

atypical DiHS

1% 1

19100/mm3 / 1
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COVID-19 mRNA

atypical

drug-induced hypersensitivity syndrome acute exacerbation of interstitial
pneumonia 72
mRNA 2019 COvID-19
DiHS
58
8 CovVID-19 Pfizer-BioNTech
3 38.5
4 HHV-6
30mg/
1 9 38

acute exacerbation of interstitial pneumonia

6 HHV-6

DRESS
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2022/06/24 2022/06/27

Three cases of drug-induced
hypersensitivity syndrome associated with mRNA-based coronavirus disease 2019
vaccines Journal of Dermatology vol 49(6) pp 652-655 DOl 10.1111/1346-
8138.16347

2022/06/27 2022/06/28

Three cases of drug-induced
hypersensitivity syndrome associated with mRNA-based coronavirus disease 2019
vaccines Journal of Dermatology 2022; Vol: 49 (6) pgs: 652-655 DOI:
10.1111/1346-8138.16347
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19990

2021

2021

BNT162b2

2022/07/04

COVID-19
)

BNT162b2(

bnt162b2
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BNT162b2

19991

2022/03/09 79
/

Covid-19

Covid-19

covid-19

BNT162b2

COVID-19

COVID-19

1450




2022/03/09 3
3
/
v2210001334  PMDA
2022/06/22 12:03 70 COVID-19 BNT162b2 3
FPO647 2022/10/31 70
DM
: . ASO
2022/06/03-
2022/06/04 PTA ; 2022/06/03
2022/06/04; ; IHD
19992 2019/06 IHD
2019/06 ; HT
COVID-19 CoVID-
19 ;COVID-19 2
COVID-19

1451




2022/06/22

2022/06/22

/ pupil 6mm/6mm

2022/06/22

2022/06/22
2022/06/22
2022/06/22 12:40
2022/06/22 20:00
2022/06/22 20:00
tachycardia ;

2022/06/22 20:00

2022/06/22 21:00 ;

2022/06/22 21:00

/ brain stem

2022/06/22 21:00

brain stem

2022/06/22 21:00

2022/06/22 ; 2022/06/22 100;

DOA up

1452




2022/06/22 36.2 ;

2022/06/22 ;
E1VEML;
2022/06/22 )
ascitis(-);
2022/06/22 SAH
) ICH -) swlling
2022/06/22
2022/05/18 EF 32% EF 32%
Q) ;

8.4%; 2022/05/18 10.1%;

2022/06/22 70;

pupil 6mm/6mm LR -/- pupil 6mm/6mm

2022/06/22

/ / brain stem
BP
/ brain stem

apnea

1453




CPA

2022/06/22 12:03

30

HR

12:53

12:55

12:55

12:58

13:03

13:07

13:10

13:15
> 100

40

70

CPR

1A 1v

1A 1v

1A 1v

cve

fighting

CT

apnea

BP

pupil 6mm/6mm
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19993

20:00 tachycardia
21:00 BP DOA up brain stem
2022/06/22 22:56
BNT162B2
« )

v2210001755 PMDA

2022/06/22 12:05 19

Covid-19 1

Covid-19 2

2022/06/22 12:05

covid-19

: FT9319

BNT162b2(
2022/12/31 19

COVID-19

COVID-19

)

1455




2022/06/22 12:05 ( ) ;

2022/06/22 12:05 ( )
Sp02 80% ;

2022/06/22 12:05 ( ) /
38mg/dl ;

2022/06/22 12:05 ( )
/ ;

2022/06/22 12:05 ( )

2022/06/22 38mg/dl

38mg/dl ;

2022/06/22 36.5 : ;

2022/06/22 80 89 12 05

Sp02 80%
89% v

BNT162B2

38mg/dl

1456




19994

32 COVID-19 BNT162b2

2022/06/06

2022/06/26

2022
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19995

1v2210001752

2022/05/07 16
FN9605

COVID-19

COVID-19

2022/05/08

2022/05/08

2022/05/10 04:40

2022/05/10 04:40
04:40

COVID-19 BNT162b2

2022/11/30 3 16

2022/06/07 ;

2022/06/07

2022/06/07

2022/06/07
2022/05/11

:2022/05/10

62-287 2022/05/10 677 1U/L

PMDA

38.5

2022/05/10

12022/05/17

1458




( ) 677 tU/L;
MB 25 : ( ) 61
:U/L; (2022/05/10) 61 1U/L 25 (2022/05/10)
:2022/05/08 38.5 ;2022/05/09 38.5 ;
2022/05/10
; 2022/05/10 2.29 mg/dl ;
:( 2022/05/10) )
52
(2022/05/10)52
2022/05/10 11 111 avVF V3-6 ST
(2022/05/10)
ST T
(2022/05/10)
SARS-CoV-2 12022/05/10 ;2022/05/16 ;2022/06/07
I ( 26.2):2022/05/10 1976.6pg/ml (2022/05/11) 15181
pg/mL, 26.2; (2022/05/11) 15181 pg/mL, > ng/mL,
2022/05/07 COVID-19
3 05/08 05/09 38.5
05/10 4:40 1 2
1
111 avF V3-6 ST I 1976.6pg/ml
300mg 1
CPK 677u/L CK-MB

61u/L 05/17

1459



2022/05/10 2022/05/17

BNT162B2
COVID-19 3 72
05/10 05/16 06/07 COVID-19
COVID-19
2
2022/05/07 3
2
2022/05/10 04:40 /
2022/05/17 2022/05/10
2022/05/17

1460




/

2022/05/10

2023/03 3

2022/06/28

2022/07/05

RMH

1461




Painless thyroiditis following mRNA vaccination for COVID-19 Hormones, 2022;
Vol:21 (2), pgs:335-337, DOI:10.1007/s42000-021-00346-7

38 COVID-19 BNT162b2 BNT162B2 /

17 Focal painless

thyroiditis ; 17

PT could be caused by the autoimmunity

Anti-thyroid antibody (0-40): 299 1U/ml, : 26 ; Anti-thyroid antibody:
1999 ; ; Anti-thyroid antibody (0-28): 350 1U/ml, : , 26 ; Blood
thyroid stimulating hormone (0.61-4.23): 0.005 , : , 26 ; 0.010
uil/mL, = ¢ ); 9.42 uil/mL, o ); 1.94 uiU/mL, -6 );
PT ; s )
; Scan thyroid gland (5-15): 1.3 %, :3
; Scan thyroid gland ; Thyroid function test (0.9-1.7): ,
5 ; Thyroid stimulating immunoglobulin (0-21): 1.16 1U/1, : 26 ;
; Thyroxine free (0.9-1.7): 4.08 ng/dL, : , 26 ; 1.86 ng/dL,
7 ); 0.81 ng/dL, 1 (14 ); 1.45 ng/dL, -6 ); Tri-
iodothyronine free (2.3-4.0): 7.30 pg/mL, : , 26 ; 3.75 pg/mL, = ¢
); 2.54 pg/mL, 1 (14 ); 3.07 pg/mL, -6 ); Ultrasound scan:
27.3 mL,
- 1 17
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PRD/SRD 2022/06/24

Painless thyroiditis following mRNA vaccination for COVID-19 Hormones, 2022;
Vol:21 (2), pgs:335-337, DOI:10.1007/s42000-021-00346-7

19997

v2210000932 PMDA

2022/03/09 11:40 74 CovID-19 3
BNT162B2 FL7646 2022/05/31 74
1 FC5947
2021/09/30 2021/07/10 COVID-19
1 FE8162 2021/11/30

2021/07/31 COVID-19

2022/03/09
3
2022/03/09
2022/03/10 01:00 /
1
2022/06/07 11:24 (101-
108): (2022/06/07) 109 mEq/L, 211:24:27 H

1463




2022/06/07 11:24

(150-219): (2022/06/07) 237 mg/dl, :11:24:27 H
2022/06/07 11:24 (73-109):
(2022/06/07) 127 mg/dl, :11:24:27 H
2022/06/07 11:24 (3.6-
4.8): (2022/06/07) 4.9 mEg/1, :11:24:27 H

2022/06/07 11:24
(0.00-0.14): (2022/06/07) 0.37 mg/dl, :11:24:27 H

2022/06/07 11:24

Alc(4.9-6.0): (2022/06/07) 6.2 %, :11:24:27 H
2022/06/07 11:24 LDL-
(70-139): (2022/06/07) 162 mg/dl, :11:24:27 H
2022/06/07 11:24 (38.0-
74.0): (2022/06/07) 75.0 %, :11:24:27 H
3

Adjusted calcium (8.8-10.1): (2022/06/07) 9.5
mg/dl, 11:24:27; Alanine aminotransferase (7-23): (2022/06/07) 22,
11:24:27

Unit: U/L; Albumin globulin ratio (0.00-00000.00): (2022/06/07) 1.41,

11:24:27; Aspartate aminotransferase (13-30): (2022/06/07) 24, 11:24:27
Unit: U/L; Blood albumin (4.1-5.1): (2022/06/07) 4.5 g/dl, 11:24:27;
Blood calcium (8.8-10.1): (2022/06/07) 9.5 mg/dl, 11:24:27; Blood
chloride (101-108): (2022/06/07) 109 meg/l, 11:24:27 High; Blood
cholesterol (150-219): (2022/06/07) 237 mg/dl, 11:24:27 High; Blood
creatine phosphokinase (41-153): (2022/06/07) 117, 11:24:27 Unit: U/L;
Blood creatinine (0.46-0.79): (2022/06/07) 0.65 mg/dl, 11:24:27; Blood
glucose (73-109): (2022/06/07) 127 mg/dl, 11:24:27 High; Blood potassium
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(3.6-4.8): (2022/06/07) 4.9 mEg/1, 11:24:27 High; Blood sodium (138-145):
(2022/06/07) 144 mEq/1, 11:24:27; Blood urea (8-20): (2022/06/07) 11
mg/dl, 11:24:27; Body temperature: (2022/03/09) 36.1 Centigrade,
; C-reactive protein (0.00-0.14): (2022/06/07) 0.37 mg/dl,

11:24:27 High; Gamma-glutamyltransferase (9-32): (2022/06/07) 26,
11:24:27 Unit: U/L; Glomerular filtration rate (60.0-100000.0): (2022/06/07) 66.8
ml/min, 11:24:27; Glycosylated haemoglobin (4.9-6.0): (2022/06/07) 6.2 %,

11:24:27 High; Haematocrit (35.1-44.4): (2022/06/07) 43.8 %,

11:24:27; Haemoglobin (11.6-14.8): (2022/06/07) 13.9 g/dl, 11:24:27;
Hepatitis B surface antigen (0.00-0.04): (2022/06/07) 0.02 1U/ml,

11:24:27 : / ; Hepatitis C antibody (0.00-0.99): (2022/06/07) 0.11,
11:24:27
Unit: S/CO. ; High density lipoprotein (40-96): (2022/06/07) 60 mg/dl,
11:24:27; TOTAL: (2022/06/07) 100, 11:24:27; LDL/HDL ratio (0.00-
0.00): (2022/06/07) 2.7, 11:24:27; Low density lipoprotein (70-139):
(2022/06/07) 162 mg/dl, 11:24:27 High; Lymphocyte count (16.5-49.5):
(2022/06/07) 22.0 %, 11:24:27; Mean cell haemoglobin (27.5-33.2):
(2022/06/07) 29.4 pg, 11:24:27; Mean cell haemoglobin concentration
(31.7-35.3): (2022/06/07) 31.7 g/dl, 11:24:27; Mean cell volume (83.6-
98.2): (2022/06/07) 92.8, 11:24:27 Unit: fL; Mean platelet volume (0.0-
0.0): (2022/06/07) 9.6, 11:24:27; Monocyte count (2.0-10.0):
(2022/06/07) 3.0 %, 11:24:27; Neutrophil count (0.0-100000.0):
(2022/06/07) 3.4, 11:24:27 Unit: 1000/uL; Neutrophil count (42.4-75.0):
(2022/06/07) 69.7 %, 11:24:27; Neutrophil count (38.0-74.0): (2022/06/07)
75.0 %, 11:24:27 High; Non-high-density lipoprotein cholesterol (0-0):
(2022/06/07) 177, 11:24:27; Platelet count (158-348): (2022/06/07) 240,

11:24:27 Unit: 1000/uL; Platelet distribution width (0.0-100000.0):

(2022/06/07) 10.3 %, 11:24:27; Platelet crit (0.000-0000.000):
(2022/06/07) 0.230 %, 11:24:27; Protein total (6.6-8.1): (2022/06/07)
7.7 g/dl, 11:24:27; Red blood cell count (3.86-4.92): (2022/06/07) 4.72,

11:24:27 Unit:1000000/microliters; Red cell distribution width (0.0-

100000.0): (2022/06/07) 12.9 %, 11:24:27; Treponema test (0.0-0.9):
(2022/06/07) 0.2, 11:24:27 Comment: / Unit: R.U; Treponema test
(0.00-0.99): (2022/06/07) 0.16, 11:24:27 Unit: S/CO ; White blood
cell count (3.3-8.6): (2022/06/07) 4.8, 11:24:27 Unit:

1000/microliters
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COVID-19 1
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COVID-19

BNT162b2

COVID-19
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3

2022/03/08
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PMDA
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FM3289 2022/05/31 81
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2022/05/28 58 COVID-19 BNT162b2
3 58

COVID-19 2 COVID-19

COVID-19 1 COVID-19

2022/05/28

2022/06/15

2022/06/15 2022/06/25

2022/06/15

2022/06/15

2022/06/25

2022/06/25

5cm
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5cm

56

2022/05/28 3
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2022/06/15
2022/06/25 /
5cm
BNT162b2 /
2021/06/25 49 BNT162b2
EP9605 2021/06/30
2021/07/16 2 FC5947

2021/09/30 2022/02/26
FR4768 2022/08/31

49
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CovID

2021/06/25

2021/07/16

2022/02/26

2022/06/22

4
2022/06/22
2022/06/22
2022/06/27
EP9605
FC5947
FR4768
/

; 2022/06/22

BNT162b2
2021/06/30

BNT162b2
2021/09/30

BNT162b2
2022/08/31
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v2210001821 PMDA

2022/03/28 90 CovID-19 BNT162b2

20037
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2022/04/08
MMP-3

2022/06/28 14

Rheumatoid factor 2022/06 ;
Antibody test 2022/06
0 2
2022/04/08
2022/06/28
2022/03/28
2022/04/08
2022/06
MSI
2022/06/14
bnt162b2

MSI
2022/06/14
MMP-3
2022/06/28
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11
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v2210001364 PMDA

2021/06/24 13:20 77

EY5420 2021/08/31
EY5420
2021/06/03
2021/06/29
2021/06/29
2021/06/29
2021/06/29
2021/06/29 2021/09/02
2021/06/24 36.3
2021/06/29

BNT162b2

2021/08/31 13:40

65

2021/06/03 13:40
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2021/06/29
2021/06/24
2021/06/29
2021/07/27
2021/09/02
2021/06/29
BNT162b2

2021/09/02

EY5420

1543




20039

2022/06/23 70 COVID-19 BNT162b2(
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COVID-19 a COVID-19
COVID-19 ¢ COVID-19
COVID-19 @G COVID-19
( ) 2022/06/24
40 / 27 45/
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24 40 7/ 27
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¢ )40 7/ : 24 40 /

(2022/06/27)45  /
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20041

PMDA v2210001359

2022/06/20 15:00 58 7
4
2022/10/31 58

CovVID-19

2022/06/20 22:00

COVID-19
COVID-19

BNT162b2
FM7534

COVID-19
COVID-19
COVID-19
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2022/06/20 22:00

2022/06/20 22:00

2022/06/20 22:00

2022/06/20 22:00

2022/06/20 22:00

2022/06/20 35.9

2022/06/23

7-8

BNT162b2
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v2210001356 PMDA

2021/07/21 41 BNT162b2
EY5423 2021/08/31 2 40

FC8736 2021/09/30
2021/08/16 ;
2021/08/16 /
2021/08/16

2022/04/08
2022/04/10 2
40 6
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2022/03

2
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/ /S5B2
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7
000029A
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v2210001356 PMDA
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2022 2 12 COVID-19 BNT162b2(
2 )
Covid-19 a ) COVID-19
20044 ( )
12 11 DT
2022 2
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BNT162b2

UMR

20045

COVID-19
/

BNT162b2

CMT

0.3ml
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2022/06/25 50 CovID-19
/ 50
/
CovID-19
CovID-19
2022/06/25
2022/06/25
2022/06/26
2022/06/26

BNT162b2

COVID-19

COVID-19

2022/06/25
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2022/06/26

2022/06/26
2022/06/25
2022/06/26 1
2022/06/25 50
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BNT162b2

2022/07/04
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20047

2021/10/24
FJ1763

2021/10/03
2022/04/30

2021/10/31

2021/10/31

2021/10/31

2021/10/31

v2210001767

24

COVID-19

2022/04/30

PMDA

BNT162b2
24 10

1 FJ1763

38
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38

CcT

2021/10/31

2022 /06 /22

2021/11

38

PCR

CT

SARS-CoV-2

38

2021/11
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2022/03

BNT162b2
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20048

v2210001367 PMDA

v2

2021/04/19 14:00 40
ER2659
1
20
2021/0
2021/0

CT

v2210001368 PMDA

210001367 (PMDA)  v2210001368 (PMDA)

4 covid-19
2021/06/30 2

EP9605

21/04/20

2021/04/20

4/20

2021/04/20
4/20

BNT162b2

2021/06/30

(40

1559




2021/04/19 14:00

2021/04/20

2021/04/23

COVID-19

CcT

EP9605

BNT162B2
2021/06/30

ER2659

NT162b2

NT162b2

1

BNT162B2
2021/06/30

ER

500 mL

2
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2022/05/18 15:56 51
3

2021/09/12

2021/10/03

BNT162b2
51

11:52

10: 48
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2022/05/19

2022/05/19

2022/05/20
/

2022/05/20

2022/05/20

2022/05/20
/

2022/05/31 ; 2022/05/31
2022/05/31

BNT162b2 /

2022/05/19

2022/05/20 2

2022/05/20 2
6mg 2 =<3 / 14
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2022/05/31

20050

/
/ BNT162b2
BNT162b2
2022/06/27
; 1
3
12 covid-19 BNT162b2
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23

90

10

30
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20051

A case of ST segment elevation
myocardial infarction within 24 h of a third dose of COVID-19 mRNA vaccine

Cardiovasc Revasc Med 2022; DOI:10.1016/j.carrev.2022.06.012

76 COVID-19 BNT162b2 BNT162B2 /

Bntl162b2 1 ; Bntl62b2 2

19

ST segment elevation myocardial infarction

ST segment elevation myocardial infarction

Activated partial thromboplastin time 26 ;Alanine aminotransferase
551U/1 ;Angiocardiogram

;Antiphospholipid antibodies x
40;Antiphospholipid antibodies 1.21U/ml;Antiphospholipid antibodies 1.1;Aspartate
aminotransferase 361U/1;Blood albumin 4.1g/dl;Blood creatine phosphokinase
14410/1;16711U/1;Blood creatine phosphokinase MB 111U/1;Blood creatinine
0.71mg/dl;Blood glucose 131mg/dl;Blood immunoglobulin G 34.5pg/ml;Blood lactate
dehydrogenase 2931U/1;Blood potassium 3.3mEg/1;Blood sodium 144mEqg/I;Blood

1566




triglycerides 147mg/dl;Blood urea: 17 mg/dl; Blood uric acid: 5.3 mg/dl; Brain
natriuretic peptide: 34.5 pg/mL; Coagulation factor V level: 72.0 %; Coagulation
test: 14.6 1U/ml; Echocardiogram
;Electrocardiogram I 11l aVvF ST
;Eosinophil count: 1.0 %; Fibrin D dimer: 1.1 ug/ml; Glomerular
filtration rate: 60.2; Glycosylated haemoglobin: 5.7 %; Haematocrit: 47.0 %;
Haemoglobin: 14.7 g/dl; High density lipoprotein: 61 mg/dl; International
normalised ratio 0.85;a2 antiplasmin inhibitor: 0.8 ug/ml; Low density
lipoprotein: 107 mg/dl; Lymphocyte count: 10.0 %; Magnetic resonance imaging head
;Myocardial necrosis marker
;Neutrophil count 89.0%;Platelet count 0.498 10*6/uL;Protein C
149.0%;118.0%;Protein S 89.0%;112.0%;Prothrombin time 10.1 ;Red blood cell
count 0.0511 10*6/ulL;Rheumatoid factor 61U/ml;Thrombin-antithrombin 111 complex:
2.2 ng/ml; Troponin I: 0.03 ng/ml; Ultrasound Doppler
:White
blood cell count 13800/mm3;Whole body scan

2022/06/29 A case of ST
segment elevation myocardial infarction within 24 h of a third dose of COVID-19

mRNA vaccine Cardiovasc Revasc Med 2022; DOI:10.1016/j.carrev.2022.06.012

(0or);
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20052

2022/06/08

COVID-19

COVID-19

2022/06/09

2022/06/10

2022/06/10

2022/06/10

BNT162b2
0.3ml /

2021/03/24

2022/01/05 COVID-19
FJ5929

Covid-19 1

Covid-19 2

11:00

2022/01/05 bnt162b2 3

2022/04/30
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FJ5929 2022/04/30

2022/06/08 bnt162b2
2022/11/30

2022/06/09 11:00

2022/06/13 2022/06/14

2022/06/14 2022/06/15

2022/06/15 2022/06/21

2022/06/17

BNT162b2 /

(2022/06/17)

500mg

300mg/

BNT162B2

FR4768
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2022/06/29

(2022/06/29)
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20053

2021/12/16 60
FJ7489

2021/02/24
0.3mL 59

2021/03/19
0.3mL 59

2022/01/23

COVID-19
2022/04/30 3

EP2163
COVID-19

EP2163
COVID-19

2022/01/23

C4591006

BNT162b2
0.3ml

2021/05/31 1

2021/05/31 2

2022/02/20

2022/01/28

60
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C- 2022/01/28 0.40mg/dl

2022/01/26
2022/01/23
2022/01/23 YD -T1 500ml
2022/01/24 - 2022/01/26 R 500ml
2022/01/24 - 2022/01/28 YD -T3 500ml
2022/01/23 - 2022/01/28 5% 100ml

2022/01/23 - 2022/01/28

2022/01/23 20ml

2022/01/23 10mg/2ml

19
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2022/01/26

2022/01/28 CRP  0.40mg/dL

2022/01/28

BNT162b2
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20054

v2210001312 (PMDA)

2022/06/10 11:20 27 CovID-19
FT8584 2022/11/30
27

19 1

2022/06/11 19:00

2022/06/11 19:00

2022/06/11 19:00

2022/06/11 19:00

2022/06/11 19:00

2022/06/11 19:00

37 39 4

/
2021/09/09

BNT162b2

/
2021/09/30 26

26 COVID-19

37 39 4

COVID-

1574




2022/06/11 37 39

COVID-19

COVID-19

2022/06/11 15:00 3

37

2022/06/11 19:00 3

2022/06/22 12

2022/06/10)
4

38 4

10

36.2
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36.2

37

06/22

39

06/20

BNT162b2
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20055

v2210001366 PMDA

2022/03/08 11:00 8 8 COVID-19
BNT162B2 /
COVID-19 1
COVID-19
2022/04/20
2022/04/20
2022/04/20
2022/04/20
2022/04/23
2022/04/23

2022/04/20
2022/04/23

1577




2022

BNT162b2
BNT162b2 /
PMDA v2210001389
2022/04/22 17:30 47 8 COVID-19 BNT162b2
3 FN9605 2022/11/30 47
20056
CovVID-19 COVID-19

1578




2022/04/22

2022/04/22

2022/04/22

2022/04/27 19A

1gA
2022/04/27 2022/05/28 31
10A
(2022/04/27) 1gA
(2022/04/26) 0. 96mg/dl 2022/04/22
2022/04/25 2022/04/25
2022/04/26 3+ 2022/04/26 3+
2022/04/26 >100 /HPF
1gA
2022/04/22 3
2022/04/25
CcT
2022/04/26
3+ 3+ RBC> 100 / HPF Cre 0.96 mg/dL
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2022/04/27 1gA
2022/05/12

2022/04/27 2022/04/30 2022/05/12
2022/05/28 bnt162b2

20057

1gA
Program ID: (169431)
2022/02/09 75 covid-19 BNT162b2
FL7646 2022/05/31 3
covid-19 coviD-19 vaccine mrna (mrna 1273) COVID-19
1 2

2022/06/19

1580




6/19

2022/02/09 3
2022/06/19
3 117
2022 117 63

78 covid-19 BNT162b2 3

/

20058

Covid-19 COVID-19

1581




15300/mm3 CRP 6.35mg/dl

CT

CRP  6.35mg/dl

WBC 15300/mm3

20059

Journal of Cutaneous Immunology and
Allergy, 2022; Vol:5(3), pgs:100-101, DOI:10.1002/cia2.12217, ““Unilateral

lymphadenopathy associated with COVID-19 vaccination””

31 COVID-19 BNT162b2 BNT162B2 /
31

8 A case of unilateral

lymphadenopathy associated with COVID-19 vaccination

1582




15 x X 7 mm
10mm
1B

1C

20060

2021/07/29 42 COVID-19 BNT162b2

2021/07 1 COVID-19

2021/08 2021/08

2021/08

2021/08

BNT162b2
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CMT UMR

20061

20 BNT162b2
0.3ml /

2022/06/05 ;

2022/06/05

2022/06/05 3
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BNT162b2 /

20062

PMDA
v2210001828

2022/02/14 14:00 67

1585




2022/04/05

2022/02/28

02/18

03/16 IPF

RDW

2022/03/16-20

2022/02/18

2022/03/16
20
4 ITP
20,000
10
np PLT 20,000
PLT 3,000
IVlg PSL 30 FOB
PC 03/16-22 25 28 30

1586




03/21 25mg

03/24 50mg

03/30 PLT 25,000

04/04 PLT 56,000 np np

04/05

04/08 PSL20mg

2022/04/05

2022/03/16 ;

2022/03/16 10;

2022/04/04 np;

2022/03/16 ;

2022/02/18 20,000; 2022/03/16 3000; (2022/03/30) 25000;
2022/04/04 56000;

2022/03/16 np ;

2022/04/04 np

2022/03/16 2022/04/05
bnt162b2
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2021/09/10 49
/

SARS-COV-2

covid-19
49

BNT162b2

2021/08/20 COVID-19
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2021/09 2021/10/01
2021/9
2021/10/01

UMR UMR

/
« ) 4591006
20064
2021/02/24 14:30 46 covid-19 BNT162b2(
: EP2163 1 2021/05/31 0.3ml
)

2021/03/17 14:30 covid-19 BNT162b2(
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EP2163 2021/05/31 0.3ml 2 45 )

SARS-CoV2
COVID-19
2022/02/02 ( ) COVID-19( )
(2022/02/12) COVID-19
COVID-19
10
( ECMO )
SARS-CoV2 SARS-
Cov2 10 SARS-CoV2
(2022/02/02)
COVID-19 ( )

1590




C ) PMDA

T v2210001352
2022/04/15 12 covid-19 BNT162b2 2
/

Covid-19 1 COVID-19

2022/05/07 2022/05/26

2022/05/07 2022/05/26

2022/05/07 2022/05/26

20065 ;
2022/05/07 2022/05/26
2022/05/08 18:00 2022/05/26

2022/05/08 18:00
2022/05/26
MERS

2022/05/08 18:00 2022/05/26

2022/05/08 2022/05/20 12

MERS
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2022/05/08 MRI DWI high

12 2

2022/05/08 18:00

2022/05/08

2022/05/26

2022/05/07

2022/05/08

18:00

MRI
MERS

2022/05/08 2022/05/20

DWI high

bnt162b2
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BNT162b2 /

MERS

20066

v2210001353

2021/10/06 38
/

2021/10/07

2021/10/07

covid-19
38

BNT162b2 BNT162B2 1

PMDA
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2021/10/06

2021/10/07

2022/03/10

2021/10/07

2022/03

BNT162b2 /

€Y)

bnt162b2

20067

2021/05/17 62 COVID-19
EX3617 2021/08/31

2021/06/12 EY5423

2022/02/04 FL1839

BNT162b2

2021/08/31

2022/04/30
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2022

2022 COVID-19
2021/05/17 BNT162b2 EX3617
2021/08/31 1
2021/06/12 BNT162b2 EY5423
2021/08/31 2
2022/02/04 COVID-19 BNT162b2
FL1839 2022/04/30
4 8 COVID-19
70 covid-19 COVID-19 ¢!
); 2 / ):@3
) / )
20068
COVID-19
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80 4 1

20069

"Case Report: New-Onset Rheumatoid Arthritis
Following COVID-19 Vaccination™, Frontiers in

Immunology,2022;vol:13,D01:10.3389/fimmu.2022.859926.

53 covid-19 BNT162b2 BNT162B2 2 /

Bntl162b2 1 Covid-19

"New-Onset Rheumatoid Arthritis

Following COVID-19 Vaccination™

CovID-19 510u/ml 15

WBC ; 14,600/mL ; 4,000-9,000
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C- CRP 8.45mg/dL ; 0-0.60 WBC
CRP 2
1,200u/ml
; 0-4.4 51u/ml ; 0-15
MTX 3mg/ 1mg/2
5mg/
PSL 50mg/
MTX 6mg/ 162mg/ WBC CRP
1
MTX 162mg/2 10
( ( )
)
( ) €4591006
20070
2021/02/24 14:30 34 BNT162b2( 1
(0.3ml) :EP2163 12021705731 33 )
2021/03/17 14:30 BNT162b2( 2 (0.3ml)
:EP2163 12021/05/31 34 ) COVID-19
2
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( ) COVID-19(
(2022/02/10) COVID-19
19
2022/01/31
2022/02/01 PCR
38
2022/02/07 PCR
2022/02/10
( )

:(2022/02/01) 38

SARS-CoV-2  :(2022/02/01) (2022/02/07)
SARS-CoV2
ECMO
COVID-19

2022/01/31
COVID-

2022/01/31
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SARS-CoV2 SARS-CoV2
CoV2

COVID-19

COVID-19 BNT162b2

SARS-

20071

Program ID: (169431)

covid-19 BNT162b2

2021/06/08 FA2453

2021/06/29 FC3661

2022/02/04
2022/04/30

FK8562

2021/08/31

2021/09/30
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2022/06/28

COVID-19 2022/06/28
SARS-CoV-2 (2022/06/28)
2022/07/09 2022/07/04
ID (169431)
45 BNT162b2 1
PC9880
20072
39
39

1600




20073

2022/02/13
FK0595

2021/06/19
2021/08/31

2021/07/10
2021/09/30

2022

2022

2022

2022

2022/02/13

Program ID: (169431)

81 COVID-19 BNT162b2
2022/05/31 3
1 EY5422
COVID-19
2 FC5947
COVID-19
2022/04
2022/04
3
40
1 2
4
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20074

2022/07/01

Anti-melanoma differentiation-associated gene 5 antibody-positive
interstitial lung disease after vaccination with COVID-19 mRNA vaccines. , J

Rheumatol, 2022; pgs:jrheum.220259, DOI:10.3899/jrheum.220140

= v2210001403 (PMDA)

2021/06 82 COvID-19 BNT162B2
/ 2021/07 2 /

2021//08 8
MDAS

1602




2021/06  2021/07

2021/08
2021/09
2021/09
KL-6
SARS-CoV-2 COVID-19
MDA5 index 1550
MDA5

22
Alanine aminotransferase increased (7-23): ( ) 38 1U/1; Antinuclear
antibody (normal high range 40): ( ) 1:80; Blood creatine phosphokinase

(59-248): (2021/09/26) 451 1U/1; Blood lactate dehydrogenase (124-222):

(2021/09/26) 644 1U/1; Cell marker (normal high range 32): ( ) 1550;
(2021/09/26) 1500; C-reactive protein (0-0.14): ( ) 8.07 mg/dl;
= ¢ ) GGA , hotes: ; KL-6
(105.3-401.2): (2021/09/26) 1394 1U/ml; Oxygen saturation: ( ) 88 %,
notes: 11 v/ ; examination: ( )
, notes: ( , ); Polymerase
chain reaction: (2021/09/26) Negative, notes: PCR ;

SARS-CoV-2 test: (2021/09/26) Negative; (2021/09/26) negative; Serum ferritin (22-
322): ( ) 406 ng/ml

2021/10/07

1603




2021 8 10 MDAS-ILD 4

2021 8 10 4
COVID-19mRNA MDAS
BNT162B2

The Journal of rheumatology

BNT162b2 /
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2022/06/18 13
3

COVID-19 1

COVID-19 2

2022/06/18 (

2022/06/18 (

2022/06/21 (

2022/06/21 « )

2022/06/22 « )

2022/06/22 (

2022/06/22 (

2022/06/24 t 2

COVID-19
13

BNT162b2(

) CovID-19 ;

) CovID-19

(2022/06/21) ;

1 2022/06/22
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2022/06/21

2022/06/18

2022/06/21

2022/06/18

2022/06/21

2022/06/21

2022/06/22

2022/06/18

2022/06/22

2022/06/24

2022/06/27

2022/06/21

2022/06/27

13

36.6

BNT162b2

36.6

1 6/21

36.6
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2022/06/21

2022/06/27

2022/06/22

2022/06/27

2022/06/21

2022/06/18

2022/06/21

2022/06/22

2022/06/24

2022/06/27

BNT162b2

BNT162b2

36.6

BNT162b2
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v2210001380 PMDA

2022/02/11 70 COVID-19
BNT162B2 FJ5929

1
2021/08/31 2021/06/11 COVID-19
EY3860 2021/08/31

2022/04/04

2022/04/04

2022/04/04

2022/04/04

2022/04/04

3
2022/04/30

EY0779
2
2021/07/02 COVID-19

2022/04/04

1608




3kg

2022/04/04 (2022)

2022/04/04

2022/04/04

2022/05/02

2022/05/02

/4

3kg

1609




2022/04/04

2022/06/28

2022/04/04

2022/05/02

2022/05/12

2022/04/04 ;

52

137

3kg

2022/04/04

2022/04/04 3

BNT162B2

2022/02/11

3kg

1610




2022/07/05

20077

2022/01/29 76

ID (169431)

FHO151
FC5295
2021/06/20;
EY0572
2021/07/11

BNT162b2
2022/03/31

2021/09/30

2021/10/31

1611




2022

76
2021/06/20 BNT162b2 1
2021/07/11 BNT162b2 2
2022/01/29 BNT162Bb
2.3

4

1612




20078

2022/02/23 65

2021/06/26

2021/07/17

covid-19
FK7441

BNT162b2
2022/04/30

COVID-19

COVID-19

1613




2022/02/25

2022/02/28

2022/02/28

2022/02/28

2022/02/25

2022/02/25

2022/02/25

2022/02/25

2022/02/28

3+

1614




20079

"Evaluation of Anti-Severe Acute
Respiratory Syndrome Coronavirus 2 Antibody Levels in Coronavirus Disease
Breakthrough Infection During Immunosuppressive Therapy in a Patient with
Connective Tissue Disease-Related Interstitial Lung Disease"”, Modern rheumatology

case reports, 2022; DOI:10.1093/mrcr/rxac052.
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5 / 18 26 ;
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PSL

40mg/ 8
26.5mg/ ; ; /

RT-PCR test was conducted using his nasopharyngeal swab sample to

detect SARS-CoV-2/The test result was positive and the patient was diagnosed with

COVID-19
CTD-ILD
COVID-19 2 -CoV-2 mRNA
TAC
SARS-CoV-2 mRNA BNT162b2
-SARS-CoV-2-19G
-SARS-CoV-2-19G
44 BNT162b2 mRNA
23
TAC
6
2 37 -CoV-2
RT-PCR Ct 17.98
COVID-19
2 BNT162b2 mRNA 17 2

-CoV-2
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- -CoV-2
15.5Au/ml 2 - -CoV-2

- -CoV-2-19G TAC

CoV-2

2 - -CoV-2
- -CoV-2
TAC

Aldolase: 7.7 1U/1; : ;
; : ; Blood bicarbonate: 22.9 mmol/L; Blood
creatinine: 1.2 mg/dl; Blood gases: pH 7.44, : 68.1 mmHg
33.1 mmHg 22.9 mmol/L; Blood immunoglobulin G: 644 mg/dl;
Blood lactate dehydrogenase: 508 1U/1; 1 132/95 mmHg; Body mass index:
21.5; : 36.7 : ; 37, : ; Computerised tomogram:
, : ; C-reactive protein: 15.5 mg/dl; Drug
trough level: 11.0 ng/ml; Fibrin D dimer: 1.5 mg/ml; : 40
L/ : 80%; 50%

;Glomerular filtration rate: 48.0, : mL/min/1.73 m2; Haemoglobin: 16.3 g/dl;
Heart rate: 93, : /min; Interferon gamma level: 53.1 pg/mL; Interleukin level:
34.5 pg/mL; forced volume capacity: 47.2 %; : ; sialylated
carbohydrate antigen KL-6 level: 768 1U/ml; 17.98; Lymphocyte count: 550 /mm3;

, : SARS-CoV-2; Oxygen saturation: 95 %; 87 %, s ;
95 %, 5L/ ; PCO2: 33.1 mmHg; pH body fluid: 7.44;
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; Platelet count: 19.2, : x104/uL; PO2: 68.1 mmHg; Red

blood cell sedimentation rate: 37, : mm/h; Respiratory rate: 24,
breaths/min; SARS-CoV-2 : 15.5, 1 AU/mL, 10 AU/mL
10 AU/mL ; 20.7, 2 , unit: AU/mL; 46.7, 3 ,
AU/mL; 99.1, 4 , : AU/mL; 241.0, 5 , o AU/mL; 371.8,
6 , : AU/mL; 671.2, 7 , : AU/mL; 886.6, : 8 ,
: AU/mL; 1027.3, 9 , : AU/mL; 1095.2, : 10 , o AU/mL;
1097.2, 11 , : AU/mL; 1145.2, 112 , : AU/mL; 1187.8,
;13 , o AU/mL; 1558.9, 14 , o AU/mL; 1567.5, 15 ,
o AU/mL; 1649.8, : 16 , : AU/mL; 1759.8, o 17 , o AU/mL;
1824.1, - 18 , : AU/mL; SARS-CoV-2 : ; Serum ferritin: 1358
ng/ml; 16, ) ; White blood cell count: 11700 /mm3;
: SARS-CoV-2
BNT162b2 /
50 COVID-19 BNT162b2 3
/
20080
1 COVID-19 ;
2 COVID-19
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20085

"Recurring Weakness in
Rhabdomyolysis Following Pfizer-BioNTech Coronavirus Disease 2019 mRNA

Vaccination", Vaccines, 2022; Vol:10(6), DOI:10.3390/vaccines10060935.

COVID-19
COVID-19
MRI
COVID-19
76 3 COVID-19 2
9816 U/L
MRI
3
4 MRI
5
8 MRI
10
MRI COVID-19
76 PFfizer BioNTech COVID-19
2
3 7 8 Pfizer BioNTech COVID-19
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COVID-19

1
37.7 72/
100%
7400 uL
u/L 1802 ng/mL
56 U/L 13.2 mg/dL
4.45 mg/dL
3+
COVID-19
2 IL -6
1L-6
1b
MRI
STIR

129/68 mmHg
MRC
MRC
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4/4
5/5

CK 9816 U/L CK-MB 106
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TNF
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20087

"Sibling cases of gross hematuria and newly
diagnosed IgA nephropathy following SARS-CoV-2 vaccination™, BMC Nephrology, 2022;
Vol:23(1), pgs:216, DOI:10.1186/s12882-022-02843-2

15 COVID-19 BNT162b2 BNT162B2 /
2
6
Bnt162b2 CovID-19
1gA
1
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Beta 2 microglobulin urine: 125 ug/L; Beta-N-acetyl-D-glucosaminidase: 1.8 1U/1;
Biopsy kidney: Among 21 glomeruli sampled, there were no globally, notes: sclerotic
glomeruli. All glomeruli showed diffuse and mild mesangial expansion and
hypercellularity, and 1 of which had a cellular crescent formation. There was
approximately 10-20% tubulointerstitial fibrosis of the cortex and no arterio- and
arteriolosclerosis; Blood albumin: 5.3 g/dl; Blood bicarbonate: 28.4 mEqg/1; Blood
creatinine: 0.97 mg/dl; Blood potassium: 4.0 mEg/l; Blood pressure measurement:
115/64 mmHg; Blood sodium: 139 mEg/1; Blood urea: 10 mg/dl; Body mass index: 22.0,
notes: units: (kg/m2); Body temperature: 37.7 Centigrade;

C-reactive protein: 0.55 mg/dl; Creatinine urine:
0.9, notes: units: g/g; Glomerular filtration rate: 92, notes: units: (mL/min/1.73
m2); Haemoglobin: 13.8 g/dl; Heart rate: 72, notes: units: (beats/min); Immunology
test: revealed global mesangial staining of IgG (1+), lg, notes: A (2+), IgM (%),
C3 (1+), C4 (-) Cilg (-) and fbrinogen (%x);

Low density lipoprotein: 51
mg/dl; Pathology test: Pathological features were consistent with IgA nep, notes:
hropathy and the Oxford MEST-C classification was M1EOSOTOCL; Physical examination:
No costovertebral angle tenderness; Protein urine: 3+, notes: (-) - (3+); Urinary

occult blood: 3+, notes: (-) - (3%)

2022/06/30 Sibling cases of
gross hematuria and newly diagnosed IgA nephropathy following SARS-CoV-2
vaccination, BMC Nephrology, 2022; Vol: 23(1); pp: 216; DOl: 10.1186/s12882-022-
02843-2
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20088

Sibling cases of gross hematuria and
newly diagnosed IgA nephropathy following SARS-CoV-2 vaccination BMC Nephrology,
2022; Vol:23(1), pgs:216, DOI:10.1186/s12882-022-02843-2

18 COVID-19 2 BNT162B2 BNT162B2 /
3
BNT162B2 1 COVID-19
2
2 gross hematuria

Beta 2 microglobulin urine: 72 ug/L; Beta-N-

acetyl-D-glucosaminidase: 3.0 1U/I; Biopsy kidney: , hotes:

; Blood albumin: 5.2 g/dl; Blood bicarbonate: 25.9 mEqg/l; Blood creatinine:
0.82 mg/dl; Blood potassium: 4.2 mEg/l; Blood pressure measurement: 131/76 mmHg;
Blood sodium: 139 mEg/1; Blood urea: 11 mg/dl; Body mass index: 18.2, notes: kg/m2;
Body temperature: 38.6 Centigrade, notes: degree; Computerised tomogram:
; C-reactive protein: 0.52 mg/dl; Glomerular filtration rate: 99,

notes: mL/min/1.73m2; 105; Haemoglobin: 15.7 g/dl; Heart rate: 83, notes:

beats/min; Immunology test: , notes: 1gG(x), 1gA(2+),
Igu(x), C3(1+), C4(-), Clg(=x), (x); Oxford MEST-C score:
M1EQSOTOCO; , hotes:

; Low density lipoprotein: 111 mg/dl; Pathology test: IgA ; Physical
examination: ; Protein urine: 1+, notes: Negative (3+); 0.4,

notes: g/g Creatinine; Urinary occult blood: 3+, notes: - - 3+; Urine analysis:
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COVID-19

SARS-CoV-2 BNT162b2 2 2

38.6 83 7/ 131/76mmHg

0.82mg/dL eGFR 99ml/ /1.73m2

67

10%

1g6(=%) I1gA(2+) IgM(=x) C3(1+) C4(-) Clg(x)

Oxford MEST-C score M1EOSOTOCO [15]

Beta 2 microglobulin urine: 72 ug/L; Beta-N-acetyl-D-glucosaminidase: 3.0 1U/1;
Biopsy kidney: , hotes:
; Blood albumin: 5.2 g/dl;
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Blood bicarbonate: 25.9 mEqg/l; Blood potassium: 4.2 mEq/1; Blood sodium: 139 mEg/l;
Blood urea: 11 mg/dl; Body mass index: 18.2, notes: kg/m2; Computerised tomogram:
; C-reactive protein: 0.52 mg/dl; Glomerular filtration rate:

99, notes: mL/min/1.73m2; 105; Haemoglobin: 15.7 g/dl; Heart rate: 83, notes:

beats/min; Immunology test: , notes: 1gG(x), 1gA(2+),
Igu(x), C3(1+), C4(-), Clg(=x), (x); Oxford MEST-C score:
M1EQSOTOCO; , hotes:

; Low density lipoprotein: 111 mg/dl; Pathology test: IgA ; Physical

examination: ; Protein urine: 1+, notes: Negative (3+); 0.4,
notes: g/g Creatinine; Urinary occult blood: 3+, notes: - - 3+; Urine analysis:
7
/
2022/06/30 Sibling cases

of gross hematuria and newly diagnosed IgA nephropathy following SARS-CoV-2
vaccination BMC Nephrology, 2022, Vol 23(1), PP 216, [doi: 10.1186/s12882-022-
02843-2]
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20096

"Three cases of drug-induced hypersensitivity syndrome associated with
mRNA-based coronavirus disease 2019 vaccines”, The Journal of Dermatology, 2022;

Vol:49(6), pgs:652-655, DOI:10.1111/1346-8138.16347
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74 COVID-19 BNT162b2

1665




Anti-platelet antibody 455ng/ 10000000; Computerised tomogram ;

Haemoglobin 8.3mg/dl ;Platelet count 3.1 x 10000/mm3
; ;26 x 10000

De novo Vogt-Koyanagi-Harada disease after
vaccination for COVID-19, successfully treated with systemic steroid therapy and
monitored with laser speckle flowgraphy American Journal of Ophthalmology Case

Reports 2022; Vol:27, DOI:10.1016/j.ajoc.2022.101616
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2021/09/28 36.5

2021/09/28 54;

2021/09/28 95%

2021/09/28 14:24

2021/09/29

10

12

20mg

2021/09/29

82/58

54 SP02

100mg

95%

20mg
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2021/09/29 BNT162b2

10

BNT162b2 /

2021/09/28

20113

v2210001418 PMDA

2022/06/25 81 11 CovID-19 BNT162b2
FP9647 2022/10/31 81 11
1
2022/06/10
CovID-19 1
CovID-19 2 COvID-19
19 3 CovID-19

COVID-19
COvID-

1676




2022/06/10

2022/06/25

2022/06/27

2022/06/27

2022/06/29

2022/07/01

WBC
D-Bil

6900
0.5

ALT

4
CRP 8
23/22 LDH
CT
BNT162b2

T-Bil
AST /
457

4.2

1677




20114

covid-19
/

ID 169431

2021/11

COVID-19

COVID-19

BNT162b2

2021/11

1678




8 3A
11
3
/
PMDA

v2210001443

2022/05/13 16:00 78 3 covid-19 BNT162b2
3 FM7534 2022/10/31 78 3
20115

2022/05/13 36.7
Covid-19 ; COVID-19

1679




2022/05/13 16:00 3

2022/05/14 38.4

2022/05/14 14:30

2022/05/15

2022/05/16 1000

2022/05/18

BNT162b2

530
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20116

68

MRNA (MRNA1273) (

SARS-CoV-2

2

/

ID (169431)

COVID-19 BNT162b2
COVID-19
COVID-19 )
/

CovID-19
/

1681




20117

v2210001849 PMDA

2021/08/22 11:15 47

FE8206 2021/10/31 47
1
36.6
2021/08/22 11:15 BNT162b2
2021/08 /
1
2
MS

PMDA

BNT162b2

1682




20118

2022/06/13 15 COVID-19

1 COVID-19

COVID-19

2022/06/13
40 37 38

2022/06/13

40 37 38

2022/06/13

2022/06/13

15 1

BNT162b2

1683




3 3
2022/06/13
40 37 38
/
COVID-19
1 92 2022; Vol:92nd, pgs:111
58 COVID-19 BNT162b2 /
3 1
; COVID-19
20119
39 / 39.8

1684




39
39.8 /
39 39.8
0.9
69 COVID-19 BNT162B2 4
/
20120
COVID-19 Covid-19 1
COVID-19 Covid-19 2
COVID-19 Covid-19 30 ]

1685




BNT162b2

BNT162b2 4

1686




20121

v2210001423

2022/01/28 23
]

COVID-19
2021/07/31

COVID-19
2021/08/31

COVID-19

PMDA

COVID-19 BNT162B2 3 L
FK6302 2022/04/30 23

1 ET9096

2 EY5420

2022/01/28

2022/01/28
2022/01/28
3
BNT162b2

1687




20122

2022/06/17 65

2022/06/23

2022/06/23

2022/07

65

BNT162b2

eGFR 55.2

7.3

1688




(2022/06/03) 32 (2022/06/23) 65 (2022/07) 58

(2022/06/03) 44  (2022/06/23) 59
(2022/07) 63

(2022/07) 7.3

v (2022/06/23) 380 (2022/07) 244

(2022/06/03) 56.8 (2022/07) 55.2

65 7 4

2022/07/04

2022/06/21

2022/06/26

BNT162b2 /

1689




2022/07/04

20123

PMDA 1v2210001848

2022/03/26 51

)
Covid-19 Qa
Covid-19 Q@

covid-19
:FL7646

) covid-19

) covid-19

BNT162b2(
:2022/05/31 51

)
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2022/04/02

2022/07/05

(

) 2022/04/02

2022/04/02

1 (2022/03/26)

BNT162B2

36.2

1691




20124

v2210001845 PMDA

2022/02/02 11:30 79 7
FF2018

2021/06/08 COVID-19
2021/08/31 ;

2021/06/29 COVID-19
2021/09/30

2022/02/02
40.1

2022/02/03

2022/02/03

2022/02/03

2022/02/03

2022/02/03

2022/02/02 36.5

COVID-19
2022/03/31

2022/02/02

BNT162b2
79
FA4597
EY0573
40.1 /
40.1;
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2022/02/03 40.1

2022/02/03

40.1 / 40.1
2022/02/02 40.1
2022/02/03 1
2022/02/02 11:30 3

2022/02/03

40.1

40.1

BNT162b2

1693




40.1

1694




