89

21

2022(

) 12 16

10 10

11
11

13

No.

PT

26280

2022/06/25 8
5 11 2
2022/10/31

2022/06/04 COVID-19

2022/10/31

2022/06/26

2022/07/08

2022/07/08

covid-19
10ug

16:00 18:00

BNT162b2
FN5988

FN5988




2022/07/08

2022/07/08

/

2022/07/08
/ /

2022/07/09 ;
; 2022/07/09 ;

2022/06/26

2022/07/08 2

CcT CRP

2022/07/09

2022/07/08
2022/07/08




bnt162b2

2022/07/09
2022/07/09
2022/07/09
5 11 2
BNT162B2
covID 4
2
(2022/07/15) -




2022/08/03

2022/09/26

2022/11/01







26295

2022/08/27 8
5 11

2022/09/09

2022/09/09
2022/08/27 1

2022/08/27 1

2022/10/12

CovID

COVID-19

2022/09/09

2022/09/09

BNT162b2
1

2022/09/17




SARS-CoV-2

SARS-CoV-2

ECMO

COVID-19

SARS-CoV-2

COVID-19

SARS-CoV-2




BNT162b2

2022/10/12




26297

PMDA v2210002253 PMDA

2022/06/02 16:00

BNT162b2 /
1 9
2022/06/02 20:00
2022/06/23 /
2022/06/02 20:00 2022/07/23 ;
2022/06/03 2022/07/23
/ ;
2022/06 2022/07/23 ;
2
2022/06/08 2022/06/23 15
/
/ 2
Alanine aminotransferase 7-23 2022/06/08 511071

; Aspartate aminotransferase 13-30

2022/06/08 531071

3.0; Blood immunoglobulin G

; Blood albumin

891; Blood




lactate dehydrogenase 124-222 2022/06/08 4171U/1

; Blood sodium 138-145 2022/06/08
134mmol/1 ; ; Body
temperature 2022/06/02 36.8 ;

2022/06/02 40 4 ; C-
reactive protein 2022/06/13 ; C-reactive protein 0.00-
0.14 2022/06/08 4.88mg/dl ;

#1 2.5mm #5 3.3mm #6 2.0mm #11 2.2mm ;

; Fibrin D dimer 0.0-1.0 2022/06/08 9.8ug/ml

; Fibrin degradation products 0.0-4.9 2022/06/08
20ug/mg ; Gamma-glutamyltransferase 9-32

2022/06/08 391U/1 ; pharyngeal
streptococcus ; Neutrophil count 72.2%;
Platelet count 158000-348000 2022/06/08 100000 /uL

; Pyuria ; SARS-CoV-2 antibody test

; SARS-CoV-2 test ; Serum ferritin
411.7; 2022/06/08 1+ ; White blood
cell count 3300-8600 2022/06/08 2500 /uL
2022/06/02 16:00 bnt162b2
11 1

4
2

10




2022/06/02 4

6/6

CRP

IVIG 1.0g/kg 1.0mg/kg ASA  50mg/kg/
/ /

2022/07/23

2022/06/08 2022/06/23
BNT162b2

6/6
2500 Neut 72.2% PLT 100000 53 51
417 gamma -GTP 39 ALB3.0 134 CRP 4.88 891
Ferritin 411.7 FDP 20 D-dimer 9.8

#1 2.5mm #5 3.3mm #6 2.0mm #11 2.2mm

11




IVlg ASA PSL IVig
48
1.0g/kg ASA 50mg/kg/

11 5.0mg/kg/ PSL
1.0mg/kg/ PSL CRP
18 0.5mg/kg/day
PSL 22
23
1
BNT162b2 /
2022/10/18

5

2.0g/kg

CRP

12




26299

v2210002367 PMDA v2210002383 (PMDA)
v2210002395(PMDA) 1 v2210002367 (PMDA)
v2210002383 (PMDA) v2210002395(PMDA)

2022/09/19 16:00 11 COVID-19 BNT162b2
FR4267
2022/11/30 3 11
2012/03
13 /
/
2013703 ;
/
2013703
2012/03 ;
B 2012703 ;
2012705 ; 2012/12
; A 2019/01 ;
2022/08/19

2022/05 2022/05

2022/08/16 2022/08/17; 2022/08/19

13




2022/08/17

2022/08/19

; 2014

FN5988

2022/08/16-

2020

2022/07/31

2022/03/22 COVID-19

FN5988
2022/04/12
Hib x 4; Pcv 7 x 4;

Opv x 2; Mr x 2; X 3; Mumps x 2; Vzv x 2

2022/09

2022/07/31
COVID-19

Bcg; Dpt x 4; Dt;

14




2022/09

2022/09 focus
2022/09
2022/09/20
2022/09/20
DIC/
/
2022/09/20 /
2022/09/20
/ /
2022/09/20
2022/09/20
2022/09/20
2022/09/20
2022/09/20
2022/09/20
/
2022/09/20 11:57
/ 2

15




2022/09/21

2022/09/21
2022/09/21
2022/09/22
2022/09/22
2022/09/22
2022/09/22
2022/09/22
2022/09/22
2022/09/22
2022/09/23

60-80

16




2022/09/20

2022/09/20 2022/09/24 4
2022/09/20 2022/09/24
4
/ / 2
2022/09/22
; 2022/09/22 ;
; 2022/09/23 ;
2022/09/26
2022/09/20 2 ; (2022/09/20) ,
2 2022/09/22 12
98/42(60) PICU
sBP50
80 s (2022/09/20) 60-80 ,
15:15;
5-10 2022/09/20 8.8 ug/ml
( ) .

17




2022/09/19 2022/09/20
40.2 15:29 2022/09/20 38.5 17:32
2022/09/20 38.4 23:44

2022/09/21 36.7 02:08 2022/09/22
37.2 0:00 2022/09/23 36.0 05:58

Bordetella test: (2022/09/22) ; Chlamydia test: (2022/09/22)

CT 2022/09/20
2022/09/21
2022/09/22

; Chest X-ray: (2022/09/22)

; Coronavirus
test: (2022/09/22) ,
2022/09/20
Cytomegalovirus test: (2022/09/23) , : ; (2022/09/26)
, : ; Drug level: ( ) 8.8 ug/ml,
2022/09/23 ,
2022/09/22 S-T
(2022/09/20) ; 2022/09/21
Enterovirus test: (2022/09/22) ; Epstein-Barr virus test:
(2022/09/23) , : ; (2022/09/26) ,
HR 151 PICU
160-180
HSV  (2022/09/23) ,
HSV1/2 ; (2022/09/26) ,
HSV1/2 ;  2022/09/28 09/23
2022/09/28 Herpes virus test:

18




(2022/09/23) , : ; (2022/09/23) , : ;
(2022/09/26) , : ; Human herpes virus 6 serology:
(2022/09/23) ,

Ct  31; (2022/09/26) ,

Ct  33; Human metapneumovirus test: (2022/09/22) ;

(2022/09/26)

Influenza virus test: (2022/09/22) , : ;
Disease exome test: (unspecified date) , o ¢ );

Mycoplasma test: (2022/09/22) ;

100 60% PICU

Parvovirus B19 test: (2022/09/23) , : ; (2022/09/26)
, ; Respiratory syncytial virus test: (2022/09/22)
; SARS-CoV-2 test: (2022/09/22) , : ;

(2022/09/22) , : flu, HCoV, PIV, hMPV, ADV, RSV, RV/EV,

: (2022/09/23) ,

; (2022/09/26) , : ; Urine organic acid test: (
) , = ¢ ); Varicella virus test: (2022/09/23)
, : ; (2022/09/26) , : ; Viral test:
(2022/09/22)
2022/09/24

19




2022/03/02
2022/07/31

2022/04/12
2022/07/31

CovID

focus

2022/09/26

FN5988

FN5988

20




80

13
/ 1
2021/10/29
2022/09/20 1
2022/09/24
/
2022/09/20
BNT162b2
2022/09/24
2022/09/20 PICU

09/21

/
2022/09/24

2022/09/20

21




09/22

09/23

09/24 18:15

2022/09/20 11:57

2022/09/20 11:57

2022/09/20 13:00

2022/09/24 18:15

22




2022/09/19 16

2022/09/20

11:57

HR160-180

>3

SBP50
PICU

DIC

23




Pfizer-BioNTech COVID-19 SARS-CoV2

Pfizer-BioNTech COVID-19

2012/03

2012/05

2012/12

2013/03
2018/12

DIC AK1
13
B
2013/12 2014/01 2014/08 2015/05 2017/11
2021/10

24




2019/01

ER

2022/07

2022/08/10 4

100mg/

2022/09/20 11:57

13:00
0.45mg/kg
10mg/kg
2.8mg/kg
14:07
15:15

A
3
4 2
0.45mg/kg
20.5mg/kg
13:15
2.8mg/kg
14:00
60-80 PICU

17mg/kg

25




PICU

2022/09/21

2022/09/22

2022/09/23

9

24

18:15

2022/09/27

(2022/09/28) -

26




2022/09/29

2022/09/30

27




Computerised tomogram thorax

Chest X-ray

28




PMDA V2210002397
2022/09/05 15:00 11 COVID-19 BNT162b2 5
11 FR4267 2022/11/30
1 11
2011/08/19 .
2011/08/19 :
’ 2011/10/06 :
2011/08/19 2011/10/06 2011/10/06
. 2011/08/19 2012/07
’ 2012/07 : 2012/07
26300 : ;
4
2022/09/06
2022/09/08 :
2022/09/08 13:00

29




2022/09/09

2022/09/08 3 ; Body temperature
2022/09/05 37.1 ; Brain natriuretic
peptide 2022/09/08 604.8pg/ml ;
2022/09/08 ; 2022/09/08
2022/09/09 PCR CovID-19
2022/09/09
2022/09/09
2022/09/09 Severe MR
2022/09/09 1 1
2022/09/09
Total protein 7.2 6.6-8.1 g/dl Albumin
4.2 4.1-5.1 g/dl A/G 1.40 1.32-2.23
Urea nitrogen 34.9(H) 8.0-20.0 mg/dl Uric acid
13.8(H) 2.5-7.0 mg/dl creatine 0.70
0.46-0.79 mg/dl eGFR 60 mI/Min/1
( ) sodium 138 138-145 mEqg/L
potassium 3.9 3.6-4.8 mEg/L CI 99(L)
101-108 mEg/L calcium 8.7(L) 8.8-10.1 mg/dl
inorganic phosphorus 3.9 2.7-4.6 mg/dl total
bilirubin 0.9 0.4-1.5 mg/dl y-GTP 62(H)
9-32 U/L AST 39(H) 13-30 U/L ALT
37T(H) 7-23 U/L LDH 252(H) 124-222 U/L
CK 84 41-153 U/L amylase 51 44-
132 U/L Lipase 27 13-55 U/L Blood sugar

30




91 73-109 mg/dl
0.7 acetoacetic acid
3-hydroquine butyric acid
total ketone bodies

CRP 1.19(H)

count 4510

4510/ul

492(unit:10M/u) amount of hemoglobin

11.6-14.8 g/dl Haematocrit
MV 103.8(H)
27.5-33.2 pg MCHC
14.2 12-18%

15.8-34.8 (unit:10"4/u) MPV

Neutrophil 56.0

0.5-6.5% Seg 56.0
41.0 16.5-49.5 % Mono
BNP( ) 604.8(H)

0.38 0.50 ng/ml

4.63-204.00 ng/ml  pH

0.00-0.14 mg/dI
3300-8600/ul

Red blood cell count

83.6-98.2 fL MCH
33.1

Platelet count

38.5-80.5%

ketone body ratio 0.44(L)
314.0 55 umol/I
720.0 85 umol/1
1034.0 130 umol/I

White blood cell
Erythroblast correction
288(L) 386-
9.9(L)
29.9(L) 35.1-44 4%
34.4(H)
31.7-35.3% RDW

26.1
9.9 8-12 fL
Band 0.0(L)

38.0-74.0% Lymph
3.0 2.0-10.0%
18.4 pg/ml procalcitonin
Ferritin( ) 25.90

7.413

7.32-7.42 pC0O2 41.5 41-51mmHg p02
39.5 20-40 mmHg Na+ 138
135.0-148 mmol/L K+ 3.7 3.50-
5.30 mmol/L CI-( 100 98-106 mmol/L Cat+

1.09(L) 1.13-1.32 mmol/L Ca++(pH7.4)
1.09 mmol/L Glucose 88
66-93 mg/dl Lactate 2.2(H) 0.5-2.0
mmol/L  02SAT 70.3% Anion Gap
11.8 mmol/L HCO3-act 26.5 24.0-28.0
mmol/L Ct02 10.2 mg/dl BE(vt)
1.7 mmol/L BE(vv) 1.9 mmol/L Hct
32.1(L) 37-47% tHb 10.5(L)
12.0-18.0 g/dl S02( 70.3% O2Hb
69.5% COHb 0.6% Me tHb
0.6% HHb 29.3% BP 748 mmHg
Fi02 21.0 cCrea 0.7 mg/dl  BUN
34.6 mg/dl
2022/09/09 PCR
COVID-19 A
B RS

31




HKU1
0C43

2022/09/08 13:00

604.8 pg/ml

2022/09/26

(ptxP)
229E

NL63

BNP

ICU 17

MR

32




2022/10/04

2022/10/14

33




26301

PMDA

2022/09/29 14:00
BNT162b2 5 11

2022/09/29

2022/09/29

2022/09/29 15:00

2022/09/30

2022/09/29

v2210002398

36.6

3
FP0362

orange cap;

2022/11/30

2022/09/29

34




2022/09/29 3
2022/09/29
2022/09/29
2

15:54

2022/09/29 bnt162b2
2022/10/17 4 ? /

bnt162b2

2022/09/29 14:00
bnt162b2

2022/09/29 15:00

35




bnt162b2
Major
- 2
Minor
5
@) 2
3
15:30

09/29

14:00
15:00

15:54

09/30

36




2022/10/07

2022/10/17

37




26302

v2210002436 PMDA

2022/09/10 16:00 10

BNT162b2 5 11 1
FN5988 2022/10/31
2022/09/18
2022/09/10 36.9
bnt162b2
2022/10/31

38




2022/09/18

2022/10/13

2022/10/31

39




26303

invalid

2022/10/12
valid

SARS-CoV-2

2022;vol 73rd pgs 72
11 COVID-19 BNT162b2
/ 2
COVID-19 1
SARS-CoV-2
/
MRA
SARS-CoV-2 /
MRA
4 ;
MRI1 2 ;

73

40




1 2 SARS-CoV-2

2022/10/31

26304

ID (169431)

2022/08/06 10
5 11 1

2022

2022/08/06 10 6

BNT162b2

41




26305

ID (169431)

2022/08/06 6

5 11 1 /
2022
2022/08/06 10 6 1
2 10 30
/

BNT162b2

42




26306

PMDA

2022/10/16 13:58 6
BNT162b2
6

2022/10/16 14:00

2022/10/16 14:00

2022/10/16 14:00

2022/10/16 14:00

2022/10/16 14:00

2022/10/16 14:12

5

v2210002502

5 11
FP0362

2022/11/30

43




2022/10/16 14:25

2022/10/16 14:27

2022/10/16 14:27

2022/10/16 13:58

14:00

14:12

14:27

1

2022/10/16 14:00

2022/10/16

36.1

14:25

44




14:39 500ml  150ml/h 0.6ml
14:47 14:55
2022/10/16
2022/10/13 15:49 6 COVID-19 BNT162b2
3
FR4267 2022/11/30
26307
COVID-19 Covid-19 1
CovVID-19 Covid-19 2

45




2022/10/14 37.7

2022/10/15 37.4

2022/10/16 38.4 41.6

2022/10/17 39.1 39.5 38.9
2022/10/18 38.1 39.6

2022/10/19 37.9 38.4

2022/10/20 36.3

2022/10/20

Bnt162b2

46




26308

2022/10/07 17:00 6

BNT162b2

FN5988

COVID-19 1

COVID-19 2

2022/10/08
/ 38.0 ;

2022/10/08
2022/10/12

2022/10/11
2022/10/11

2022/10/11

2022/10/09 38.0

40.0

2022/10/08

PMDA

v2210002571

COVID-19 3

202

40.0
202

5 1
2/10/31

COVID-19

COVID-19

2022/10/10

2022/10/12
2022/10/12

2022/10/07 36.1
08:00;
2/10/28

47




2022/10/07 17:00
FN5988

2022/10/08 08:00

2022/10/12

10 7 17:00
10 8 8
10 9

10 10

10 11

10 12

10 28

00

36.1

bnt162b2 5 11

2022/10/31 3

38.0

13

40.0

bnt162b2

48




2022/10/31 PMDA
PMDA
v2210002571
/
PT
7-8 covid-19 BNT162b2
11
26309
/COVID-19
/COVID-19

49




26310

10 COVID-19 BNT162b2

BCP-ALL

COVID-19

50




