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1 140
10059079/
/Vaccination site 36 25.7
erythema
10069620/
/Vaccination site 25 17.9
swelling
10065117/
/Vaccination site |17 12.1
induration
10068879/
/Vaccination site 79 56.4
pain
10069624/
/Vaccination site 20 14.3
warmth
10068881/
/Vaccination site 14 10.0
pruritus
10068879/
/Vaccination site 2 1.4%
pain
10068881/
/Vaccination site 1 0.7
pruritus
3715 10037660/ 1 0.7
/Pyrexia
10019211/
7
/Headache 85
10025482/
) 22 15.7
/Malaise >
10039101/
. 7 .
/Rhinorrhoea 5.0
37.5 10037660/
. 00
/Pyrexia
10019211/
2 1.4
/Headache
10025482/
) 2 1.4
/Malaise
10039101/
/Rhinorrhoea 750
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10069620/
0,
/Vaccination site swelling 4 2 0 2 8 6.2k
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PT
SOC Gradel Grade2 Grade3 Grade4
10007541/ 10003119/
/Cardiac disorders /Arrhythmia 1
10015919/ /Eye 10000173/
disorders /Abnormal sensation in
eye 1
10018065/ 10016334/ /Feeling
hot 1
/General disorders and | 10008531/ /Chills 1
administration site
conditions 10022052/
/lInjection site bruising
1
10028395/ 10003239/ 10028836/ /Neck
/Arthralgia 1 pain 1
/Musculoskeletal and 10003239/
connective tissue /Arthralgia 1
disorders
10038738/ 10003553/ /Asthma
1
/Respiratory, thoracic
and mediastinal
disorders
SOC Gradel Grade2 Grade3 Grade4
10018065/ 10025482/ /Malaise
3
/General disorders and | 10069484/
administration site /Vaccination
conditions site bruising 1
10021881/ 10040753/
/Infections /Sinusitis 1
and infestations
10028395/ 10028411/ /Myalgia | 10028391/
1 /Musculoskeletal
/Musculoskeletal and pain 1
connective tissue
disorders
10029205/ 10019211/ /Headache
/Nervous system 1
disorders
10038738/ 10068319/ 10068319/

/Respiratory, thoracic
and mediastinal
disorders

/0ropharyngeal pain 1

10039101/
/Rhinorrhoea 2

/Oropharyngeal pain
1
10003553/
1
10046306/
/Upper respiratory
tract infection 2

/Asthma




2 2 140 130
PT
SOC Gradel Grade2 Grade3 Grade4d
10018065/ 10016334/ /Feeling 10008531/ /Chills
hot 1 1
/General disorders and
administration site
conditions
10028395/ 10028836/ /Neck 10003239/
pain 1 /Arthralgia 1
/Musculoskeletal and
connective tissue
disorders
SOC Gradel Grade2 Grade3 Grade4
10005329/ 10025197/
/Blood and /Lymphadenopathy 1

lymphatic system
disorders
10015919/ /Eye 10010744/
disorders

/Conjunctivitis

allergic 1
10017947/ 10042128/
/Gastrointestinal /Stomatitis 1
disorders
10021881/ 10012742/ 10011781/

/Infections /Diarrhoea infectious 1 | /Cystitis 1
and infestations 10022000/
/Influenza 1

10038738/ 10068319/

/0ropharyngeal pain
/Respiratory, thoracic 1
and mediastinal
disorders

30
A/HIN1pdm
1
1
2 140
130
[3 ]

18




29
30
40
50
60

12 29.3% 28
11 26.8% 40
8 19.5% 130

22.0% 164
1 2.4% 33

41 100.0% 395

41 9.4%
395 90.6%
436
121
63
36
10
18
70
83 1 2
436
416
20

251
53
112
20
436

7.1%
10.1%
32.9%
41.5%

8.4%

100.0%

39.0

48.1

423

28.0%
14_6%
8.3%
2.3%

4.2%
16.2%

A/HIN1pdm

30

436

423



436 313
10059079/
/Vaccination site 41 13.1
erythema
10069620/
/Vaccination site 10 3.2
swelling
10065117/
/Vaccination site 8 2.6
induration
10068879/ 116
/Vaccination site 117 37.4
pain
10069624/
/Vaccination site 8 2.6 8
warmth
10068881/
/Vaccination site 6 1.9 5
pruritus
3715 10037660/ 3 1.0
/Pyrexia
10019211/ 9
/Headache 1135
] 10025482/ oa 7.7 19
/Malaise
10039101/
/Rhinorrhoea 12 3.8
3715 10037660/ 5 0.6
/Pyrexia
10019211/ 0 0
/Headache
10025482/
/Malaise 2 0.6
10039101/
/Rhinorrhoea 3 1.0
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PT
436 313

S0C Gradel Grade2 Grade3 Grade4
10018065/ 10008531/ /Chills 1
/General disorders and | 10022086/
administration site /Injection site pain 1
conditions
10028395/ 10028411/ /Myalgia

1
/Musculoskeletal and
connective tissue
disorders
10038738/ 10068319/ 10068319/

/0ropharyngeal pain 3 | /Oropharyngeal pain
/Respiratory, thoracic 1
and mediastinal
disorders
10040785/ 10037858/
/Skin and /Rash generalised 1
subcutaneous tissue
disorders
SOC Gradel Grade2 Grade3 Grade4
10017947/ 10000081/ /Abdominal
/Gastrointestinal pain
disorders
10018065/ 10037660/ /Pyrexia 1
/General disorders and
administration site
conditions
10021881/ 10063409/ 10040753/
/Infections /Acarodermatitis 1 /Sinusitis 1

and infestations
10029205/ 10019211/ /Headache
/Nervous system 1
disorders
10038738/ 10039101/ 10068319/

/Respiratory, thoracic
and mediastinal
disorders

/Rhinorrhoea 1

/0ropharyngeal pain
1

21
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3 H5N1 H5N2
4
5 H5N1

21 2009 WHO

A/H1NI A/HIN1pdm
A HA H1N1

22/23 2010/11 21 2009
/HIN1pdm 23/24 2011/12 24/25(2012/13

21 2009 A/H1IN1 22 2010 3 31
, (A/HINI

, ( 23
97 23 2011 7 29 2 2011

23 2011 9 5

HP

1

( 24(2012) 8
URL:http://www.mhlw.go.jp/seisakunitsuite/bunya/kenkou_iryou/kenkou/kekkaku-kansenshou/infulenza/)

2 H5N1
H5N1 WHO
A/H5N1
HA
A/H5N1
)
2.
1
2

2 2 3 6

34



2008 2012
H5N1
H5N1 (
2.1
2.1.1
H5N1
2.1.2
Day 0
2 28
A/HIN1pdm
1
10.
WEB
28

) 3,043
1,320

2011

2009

3

35

31

H5N1

28

) 3,489
H5N1
2012
2
28
28
3
48



€Y
@
®
*
®
©)
(7)39.0
©))
®
10)
an
12
13
14)
(15)

ADEM

24
21

21

28
28

30

2.1.3 H5N1
H5N1

H5N1

3.1

H5N1

H5N1

H5N1

36

H5N1

HSN1

H5N1



3-1

4,

5.

H5NI1
2
50 90 30
smL A 05mL  HA
15 2 15ng 2
Hg 0 2 0 60 90
180
2324
2 WEB
1 50 2
3 4
2013 9 2014 12
5.1 5.
5.1
1) 20 H5N1
2)

37




3)

) H5N1
2)
3)

5.2

H5
1)
2)
3)

4
4)
5)

27
6)

3
7)

8)

) o
5)

6)
7)

8)

5.3

1

38

200 mg/kg



2)
3)

4)

3)
6)
7)

8)

6.1

6.2

6.3
6.3.1

1)

2)

3)

39
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6) WBDC Web-based Date Capure
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H5N1 ( )
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3) 10.5
4) 10.6.1

5)
6)
7) 10.3
8)
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1)

2)

3)
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2)
3)
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2)

(1)
(2)
2 3
3)
3
7 3 20 227
10.4
1
WBDC
10.5
10.5.1
10-5-1
10-5-1
Grade A B c D
2
<2.0cm 2.0-5.0cm >5.0cm
<2.0cm 2.0-5.0cm >5.0cm
<2.0cm 2.0-5.0cm >5.0cm
;:%
10.5.2
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10-5-2-1 10-5-2-1
10-5-2-2
10-5-2-1
Grade 1 9
37.5 38.0 38.0 39.0 39.0 39.0
1 2
;g
24 1 24 2-5 24
24 24
TPN*
5 6-8 9

(Total Parenteral Nutrition)
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10-5-2-2

Grade 1
Grade 2
Grade 3 * IVRf
Grade 4
IVR
* over stay
t Interventional Radiology
10.5.3 H5N1
10-5-3
10.6
H5N1
WEB
H5N1
10-5-3
(D) 24
@ (ADEM) 21
®3) 7
® 7
®) 21
(6) 7
(7)39.0 7
®) 28
) 28
(10) 7
11) 3
(12) 3
(13) 30
14) *
15 *
@
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10.6
10.6.1

10.6.2

W

~N SN »n B

1)

2)

3)

4)

5)

6)
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11.
11.1

1) 375

2)

3)

) 2) 7

3)

11.2

1)
2)
3)
4)

1)
2) 3

11.2.1
11.2.1.1

1)

2)

3)
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4)

11.2.1.2

12.

12.1

12.2
12.2.1

12.2.2

12.3

1)

2)
3)

13.

13.1

28
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13.2

13.3

14.

14.1

14.2
14.2.1

)

2)

14.2.2

1)
2)
3)
4)

5)

6)

54



15.
WBDC

16.
16.1

1)
2)
3)

4)
1) 4) 1) 3) 4)

16.2
16.2.1

16.2.2

Full Analysis Set FAS
Per Protocol Set

PPS
1) FAS

2) PPS

FAS

16.1.
16.1.

16.1.
16.1.
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16.3
16.3.1

16.3.2
H5N1

16.4

16.5

16.5.1

%

16.5.2
16.5.2.1

95

16.5.2.2

16.5.3
16.5.3.1

16.5.3.2

95

%

1/2
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16.5.3.3
1)

2)

16.6

17.
17.1

H5N1
15

17.2

18.

18.1

40

57

H5N1



18.2

19.
20.
21

21.1

2
21.2
514-0125
TEL 059-232-2531
21.3

152-0021

25 7 5

357
FAX 059-236-4156

2 5 23
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TEL 03-5712-5075 FAX 03-5712-5088

21.4

152-0021 2 5 23
TEL 03-5712-5087 FAX 03-5712-5088

21.5

152-0021 2 5 23
TEL 03-3487-3604 FAX 03-5712-5088

21.6

768-0065
1 70
TEL 0875-25-4346 FAX 0875-25-4421

21.7

21.8

22.
25
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H5N1

H5N1

0.5 mL

mL

5
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HS5N1
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19.

20.
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22.

HSN1
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H5N1_Egypt interval

4)
H5N1)
HA
H5N1
H5N1)
H5N1)
H5N1)
H5N1)
H5N1)
H5N1)
H5N1 H5N1
H5N1 2007
H5N1
H5N1
2.
2 H5N1
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2013 ( 10 )
H5N1_Egypt interval

2 3 6 "1
*2
H5N1
H5N1)
v a
3 180
180
5 H5N1
2
H5N1)
H5N1

*1

180

*2

*3
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H5N1_Egypt interval

3.
“ H5N1 zz
Clade 2.2
H5N1
2
HA 0.5mL
15Hg9
3
4
3 2
7.
1 Clade Clade 1997
H5N1 CladeO Clade
Cladel
2
3
B DPT
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H5N1 )

HSN1

A/Egypt/NO3072/2010 H5N1  IDCDC-RG 29

111 6

90

4
42
81 3
201
50
30 140
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(1)
20 H5N1

5 HSN1

(2)

H5
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1 30
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(HSN1  )( ) 1
0.5mL 2
3 2 3 6
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(

1.0
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H5N1_Egypt interval

3)
1
Day * 178 21 22 28|29 42
L H5N1
i 2
( *=7 i -
o2 g
o 3 o' E o
- :
o i o
o i
*4 i
(@) (@) o o i
O
*1 Visit DayO
*2 _7
*3 30
*4 Visit
Visit 2 28
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1 2
. 60 61 67 68 81
Day * o] 1 718 90 91 97 98 111
180 181 187 188 201 H5N1
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( 14 21 7

$
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1 1
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(&) (@} O (&)
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*1 Visit DayO
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(2)

5 H5N1
H5N1

4)
(1)

> 37.5

(@)

(3)
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(1)

(2) 7

(3)
(4)
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(1)

(2)
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H5N1_Egypt interval

( )
H5N1)
H5N1
H5N1)
H5N1 >
)
H5N1 -
2
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2013
H5N1_Egypt interval

( 10 )

2 H5N1
BK-PIFA
/
(0.5mL) (0.5mL) (0.5mL)
20 20 150
19 950 19 950 138 920
[ ] 11 550 6 300 129 860
9 450 13 650 109 727
[ ] 1 50 O oo 103 687
[ 1 4 200 4 200 87 580
O o0 1 50 78 520
3 150 3 150 19 127
2 100 2 100 10 67
4 200 O oo 4 27
14(70.0%) 11(55.0%)
H5N1 )
2008 2012 H5N1
7852 H5N1

11
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(1) HA
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i) 01
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AST(GOT) ALT(GPT) y-GTP ALP

vi)

vii)

viii)

Xi)

xii)

(2)
H5N1

2007
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16.
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- 86 -

2013 ( 1.0 )

HS5N1

H5N1_Egypt interval



20.

21.

25

152-8621

-87 -

2-5-21

2013 ( 10 )
H5N1_Egypt interval



22.

QOO -OOOO
oleojeolololeololololeolele)

Tel co-cocooco-cococo
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514-0125
059-232-2531

152-0021
03-5712-5075

2-5-23
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