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［販 売 名］ ワンデュロパッチ 0.84 mg、同パッチ 1.7 mg、同パッチ 3.4 

mg、同パッチ 5 mg、同パッチ 6.7 mg 
［一 般 名］  フェンタニル 
［申請者名］  ヤンセンファーマ株式会社 
［申請年月日］ 平成 24 年 12 月 21 日 
 
［審議結果］ 

平成 25 年 11 月 29 日に開催された医薬品第一部会において、本品目の一部

変更承認申請を承認して差し支えないとされ、薬事・食品衛生審議会薬事分科

会に報告することとされた。 
なお、本品目の再審査期間は 4 年とされた。 

 
 
［承認条件］ 
慢性疼痛の診断、治療に精通した医師によってのみ処方・使用されるととも

に、本剤のリスク等についても十分に管理・説明できる医師・医療機関・管

理薬剤師のいる薬局のもとでのみ用いられ、それら薬局においては調剤前に

当該医師・医療機関を確認した上で調剤がなされるよう、製造販売にあたっ

て必要な措置を講じること。 
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0.84 mg 1.7 mg 3.4 mg 5 mg

MT MT

MT

MT

4.2.1.1.1 MT
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1

1960 Janssen
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2010 10

:

2013 8

2008 11

:

2

5.3.5.1.1: JNS020QD-JPN-N01

N01 /

: 0.01 ng/mL

± 

1 5.3.5.1.1: N01

218 0.84 mg

1 24 12

1

22.1 26.0

2

1 : :

ng
/m

L
ng

/m
L

0.84 mg 1.7 mg

2.54 mg 3.4 mg
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2

N01 5.3.5.1.1

JNS020QD-JPN-C02 C02 5.3.5.1.1

1 5.3.5.2.4: JNS020QD-JPN-N04 N04

1 5.3.5.2.1: JNS020QD-JPN-N03

N03

2 5.3.5.1.1: N01 5.3.5.1.2: JNS020QD-JPN-N02

N02

MT 5.3.5.2.3: JNS005-JPN-B01

1

1 5.3.5.2.4: N04 2011 9 2013 3

120 mg/ 20 mg/ 315

mg/ 3 3 2.1 mg/3 4.2 

mg/3 8.4 mg/3 12.6 mg/3

TRAM/APAP 4 / 8 / 7 10 mg/7

20 mg/7 VAS 45 mm

60

0.0 0.84 1.7 2.54 3.4 4.24

ng
/m

L

mg
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1 2

1 24 3 1

1 2

48 20.1 mg

1 5.3.5.2.4: N04

mg/ 0.84 1.7 3.4 5
< 45 45 134 135 224 225 314
< 270 270 - -

3 2.1 4.2 8.4 12.6

TRAM/APAP a 4 5
150 187.5 mg b

6 8
225 300 mg b - -

7 10 20 - - -
a 1 37.5 mg 325 mg
b

2 5.3.5.2.4: N04

1 2 3 1

1 4 6 4 6
1

3 1
3 3

7 1 24

77 Full Analysis Set FAS 1

68 FAS2

1

2 VAS 45 mm
2 VAS VAS 7 VAS + 15 mm

2 2
2 3

3
3 VAS 7 VAS 1

+ 15 mm
3 2 3

7 1 + 1.0

0.84 mg 2.54 mg
1.7 mg 3.4 mg
3.4 mg 7.54 mg
5 mg 10.94 mg
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9 7

4 2 14 6

4

FAS2 4 3 95%
4 92.6% 63/68 86.4, 98.9 95% 77.4%5

90.9% 10/11

100% 6/6 3 96.2% 25/26 TRAM/APAP

91.3% 21/23 50.0% 1/2
6 93.5% 72/77

1

1

1 7 1

6 79.2% 61/77

35.1% 27/77 29.9% 23/77 26.0% 20/77

18.2% 14/77 11.7% 9/77 11.7% 9/77 7.8% 6/77

7.8% 6/77 6.5% 5/77

1

3 TRAM/APAP

52

2

3

7
7 VAS 7 VAS 1 +

15 mm
7 2 7

7 1 + 1.0
4

5 MT B03 5.3.5.2.2 95%
87.4% ± 10%

60 77.4%
6 MedDRA/J ver.14.1
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1 5.3.5.1.1: N01 2009 1 2010 2

VAS 50 mm : 223 134 67

10 29 0.84 mg 1 24

48 7 12 8

218 FAS1

150 73 77 FAS

1 24

68 33

20 11 74 36

38 13 11 2

5 3 2

FAS
9

7 0.84 mg 3.4 mg

Kaplan-Meier 3

30.1% 22/73 44.2% 34/77

95% 0.624 0.365, 1.066 Cox

p=0.0846 log-rank

1 3
VAS 45 mm 3 VAS 15 mm

8

3 VAS 45 mm
3 VAS 3 VAS 15 mm
3
3 2 /

9

3 VAS 3 VAS 15 mm
5 1 3
5 3 3 1
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3
Kaplan-Meier 5.3.5.1.1: N01 FAS

10 81.7% 178/218

68.5% 50/73 46.8% 36/77 1

3

1

1

3 5.3.5.1.1: N01

11 2
1

3 1
2 1

34

6 3 3 3
2 2

1

11 3 2
1

2 1

10 78.0% 170/218

52.1% 38/73 36.4% 28/77 4

10 MedDRA/J ver.13.0
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4 5.3.5.1.1: N01

218 73 77
178 81.7 50 68.5 36 46.8
170 78.0 38 52.1 28 36.4
59 27.1 3 4.1 0
27 12.4 1 1.4 2 2.6
12 5.5 0 0
3 1.4 1 1.4 5 6.5
4 1.8 5 6.8 3 3.9

92 42.2 5 6.8 6 7.8
62 28.4 6 8.2 2 2.6
30 13.8 3 4.1 1 1.3
11 5.0 1 1.4 1 1.3
12 5.5 0 0
9 4.1 3 4.1 4 5.2
2 0.9 4 5.5 1 1.3

%

ST 1

QT 1 1

1

2

5.3.5.1.2: N02 2008 12 2010 3

CRPS

VAS 50 mm :

254 152 76

10 29 0.84 mg 1 24

48 7 12 8

1 24

258 FAS1

163 84 79 FAS

95 33

50 6 88 37

51 18 14 4
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4 2 2

FAS
9 Kaplan-Meier 4

27.4% 23/84 55.7% 44/79

95% 0.408 0.246, 0.676 Cox

p=0.003

log-rank

4
Kaplan-Meier 5.3.5.1.2: N02 FAS

10 89.5% 231/258

85.7% 72/84 70.9% 56/79

5

1

1

1

1

1 1

5 5.3.5.1.2: N02

13

1

8 1
4 1

33

7 3
2

1

14
1

4 1
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10 86.4% 223/258

69.0% 58/84 48.1% 38/79 6

6 5.3.5.1.2: N02

258 84 79
231 89.5 72 85.7 56 70.9
223 86.4 58 69.0 38 48.1
17 6.6 7 8.3 2 2.5

117 45.3 8 9.5 4 5.1
54 20.9 5 6.0 2 2.5
102 39.5 11 13.1 7 8.9
121 46.9 10 11.9 7 8.9

8 3.1 4 4.8 5 6.3
24 9.3 5 6.0 1 1.3
11 4.3 5 6.0 0
12 4.7 6 7.1 2 2.5
15 5.8 2 2.4 1 1.3

%

1

ST-T 1

1

CRPS

3

1 5.3.5.2.1: N03 2008 11 2010 11

VAS 50 mm 120

4 0.84 mg 24 48 11

1 24

7

48 12

11 7 1 3
4 20.1 mg

7

1 3 4

12 4
3 VAS 3

4
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7 5.3.5.2.1: N03

1 1 12
1 2 3 1
1 4 6 4 6 1

6

142 FAS

31 18 9

4 32 13 9

FAS VAS 5

5 VAS 5.3.5.2.1: N03 FAS OC: Observed Case

10 99.3% 141/142

1

8 5

3 2

2 1

1

8

37

5 4 2

2
1

32

8 3 2

1

10 96.5% 137/142

55.6% 79/142 51.4% 73/142 50.7% 72/142

0

10

20

30

40

50

60

70

80

90

100

Number of
subjects
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26.1% 37/142 13.4% 19/142 12.7% 18/142 9.9% 14/142

9.2% 13/142 7.7% 11/142 7.7% 11/142

7.0% 10/142 6.3% 9/142 6.3% 9/142 5.6% 8/142

ST-T 1

1

1

Chou R et al, The Journal of Pain, 10: 113-130, 2009

2012

3 MT

MT 3

3

, , 59: 1012-1016,

2010

3 1

, , 60: 1295-1301 2011

, , 48: 1213-1216, 2012

1 3 MT
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MT

MT

6

2

1

2 5.3.5.1.1: N01 5.3.5.1.2: N02

5.3.5.2.1: N03

N03 5.3.5.2.1

0.84 mg 13

N01 5.3.5.1.1

VAS

Kaplan-Meier

3 VAS

VAS

0.84 mg

52

5.3.5.2.4: N04

2

MT B03 MT 5.3.5.2.2

13 N03 5.3.5.2.1
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N04 5.3.5.2.4

95% B03

77.4% MT

N03 5.3.5.2.1

N04 5.3.5.2.4 VAS 52

6

A: N03

B: N04

6 N03 N04 VAS
5.3.5.2.1 5.3.5.2.4 OC
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N03 5.3.5.2.1 N04 5.3.5.2.4

1 7 1 14 9

N03 5.3.5.2.1 1

1 7 1 14

N03 5.3.5.2.1

1

14 3 1

1

9
5.3.5.2.1: N03 5.3.5.2.4: N04

N03 N04
36 77

2 1 7 1 14 2 1 7 1 14

0 31 86.1 31 86.1 5 6.5 27 35.1 34 44.2

0 30 83.3 30 83.3 0 24 31.2 29 37.7

0 4 11.1 6 16.7 0 0 0
0 5 13.9 5 13.9 0 0 0
0 21 58.3 19 52.8 4 5.2 25 32.5 28 36.4
0 9 25.0 11 30.6 1 1.3 2 2.6 6 7.8
0 1 2.8 1 2.8 0 0 0
0 13 36.1 14 38.9 0 9 11.7 13 16.9
0 6 16.7 7 19.4 1 1.3 4 5.2 7 9.1
0 11 30.6 14 38.9 0 10 13.0 12 15.6
0 2 5.6 2 5.6 0 1 1.3 1 1.3
0 4 11.1 5 13.9 0 3 3.9 3 3.9

a

0 2 5.6 3 8.3 2 2.6 1 1.3 2 2.6
0 3 8.3 3 8.3 0 0 2 2.6
0 1 2.8 2 5.6 0 0 0
0 2 5.6 2 5.6 0 0 0
0 1 2.8 2 5.6 0 0 0
0 3 8.3 3 8.3 0 0 0
0 1 2.8 2 5.6 0 3 3.9 3 3.9

%
MedDRA/J version 14.1
a 1 7 1 14 5%

52 10

N03 5.3.5.2.1 8 5

N04 5.3.5.2.4

4 5
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10 N03 N04 52
5.3.5.2.1: N03 5.3.5.2.4: N04

a
0 4 5 8 9 12 13 20 21 28 29 36 37 44 45 52

N03

36 36 30 24 23 21 21 21 21
0 32 88.9 6 20.0 7 29.2 9 39.1 11 52.4 10 47.6 12 57.1 7 33.3

0 31 86.1 4 13.3 4 16.7 7 30.4 8 38.1 6 28.6 9 42.9 3 14.3

0 7 19.4 1 3.3 0 1 4.3 0 0 1 4.8 3 14.3
0 6 16.7 1 3.3 0 0 0 0 0 0
0 17 47.2 2 6.7 0 2 8.7 0 2 9.5 0 0
0 10 27.8 1 3.3 1 4.2 0 0 1 4.8 0 0
0 14 38.9 1 3.3 1 4.2 2 8.7 0 1 4.8 0 0
0 2 5.6 1 3.3 0 0 0 0 0 1 4.8
0 5 13.9 0 0 1 4.3 1 4.8 0 1 4.8 0

N04

77 77 67 63 61 60 57 55 51
5 6.5 48 62.3 34 50.7 30 47.6 38 62.3 41 68.3 25 43.9 26 47.3 24 47.1

0 41 53.2 19 28.4 12 19.0 18 29.5 18 30.0 4 7.0 3 5.5 5 9.8

0 0 1 1.5 1 1.6 1 1.6 2 3.3 2 3.5 3 5.5 2 3.9
0 2 2.6 1 1.5 0 0 2 3.3 1 1.8 1 1.8 0
0 14 18.2 2 3.0 1 1.6 4 6.6 2 3.3 1 1.8 2 3.6 0

1 1.3 13 16.9 4 6.0 2 3.2 4 6.6 5 8.3 1 1.8 2 3.6 2 3.9
0 18 23.4 3 4.5 0 4 6.6 4 6.7 1 1.8 2 3.6 1 2.0
0 4 5.2 3 4.5 0 1 1.6 1 1.7 0 1 1.8 2 3.9
0 5 6.5 0 0 6 9.8 3 5.0 0 2 3.6 4 7.8

% MedDRA/J version 14.1
a N04

MT

N03 5.3.5.2.1

N04 5.3.5.2.4

N04 5.3.5.2.4 MT

N03 5.3.5.2.1

N01 5.3.5.1.1

Kaplan-Meier

3

1
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3

N03 5.3.5.2.1 N04 5.3.5.2.4

11

CRPS

11 N03 N04
5.3.5.2.1: N03 5.3.5.2.4: N04

N03 N04
36 77
0 7 9.1
0 31 40.3

4 11.1 11 14.3
CRPS 11 30.6 10 13.0

4 11.1 18 23.4
17 47.2 0

%
a MedDRA/J version 14.1 4

1

14

N04 5.3.5.2.4

12 N03 5.3.5.2.1 28 VAS

13 2

2 3 28 VAS 1

91.0 mm 93.0 mm 1 75.6 mm 29.0 mm 22

VAS

12 N04 5.3.5.2.4: N04
FAS1 a FAS2 b

%
95% c

%
95% c

38 35 92.1 78.6, 98.3 35 32 91.4 76.9, 98.2
39 33 84.6 69.5, 94.1 33 31 93.9 79.8, 99.3

2

b 3

c

14 N04 5.3.5.2.4 CRPS
N03 5.3.5.2.1

+ N03 5.3.5.2.1
75.0% 25.0% CRPS 90.9% 9.1% 75.0%

25.0%



 20

13 N03 28 VAS 5.3.5.2.1: N03 FAS

+
VAS a VAS b VAS b

2 76 91 28 75.1 ± 9.47 6 79.1 ± 17.53
7 2 60 85 26 60.1 ± 17.40 5 48.8 ± 37.18

14 2 52 77 26 64.5 ± 15.04 5 51.0 ± 25.35
21 2 38 83 26 57.9 ± 20.25 5 50.8 ± 23.79
28 1 93 22 60.5 ± 18.00 3 50.7 ± 26.73

VAS mm
3

a b ±

14

N03 5.3.5.2.1 N04 5.3.5.2.4 14

N03 5.3.5.2.1 2

N04 5.3.5.2.4

14 5.3.5.2.1: N03 5.3.5.2.4: N04
N03 N04

2 28 6 38 39
2 100 27 96.4 6 100 34 89.5 36 92.3

2 100 26 92.9 6 100 30 78.9 31 79.5

2 100 7 25.0 2 33.3 3 7.9 0
1 50.0 5 17.9 1 16.7 2 5.3 2 5.1

0 12 42.9 3 50.0 25 65.8 22 56.4
2 100 10 35.7 3 50.0 9 23.7 14 35.9

0 5 17.9 0 0 0
2 100 17 60.7 2 33.3 6 15.8 15 385

0 10 35.7 4 66.7 13 34.2 13 33.3
1 50.0 15 53.6 3 50.0 10 26.3 14 35.9
1 50.0 2 7.1 0 5 13.2 5 12.8
2 100 6 21.4 0 5 13.2 11 28.2

% MedDRA/J version 14.1

5.3.5.2.1: N03 5.3.5.2.4: N04

4
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JNS020QD-JPN-C01 C01

5.3.5.2.1 10 C01

N03 5.3.5.2.1 N04 5.3.5.2.4

10 15

C01 5.3.5.2.1 N03 5.3.5.2.1

N04 5.3.5.2.4

C01

5.3.5.2.1 N03 5.3.5.2.1

3 1

C01 5.3.5.2.1 N03

5.3.5.2.1 N04 5.3.5.2.4

15 10
5.3.5.2.1: C01 5.3.5.2.1: N03 5.3.5.2.4: N04

C01 N03 N04

66 36 77
1 1.5 0 0
1 1.5 4 11.1 0
1 1.5 5 13.9 0

61 92.4 31 86.1 30 39.0
46 69.7 21 58.3 26 33.8
11 16.7 9 25.0 4 5.2
4 6.1 1 2.8 0

32 48.5 14 38.9 13 16.9
31 47.0 6 16.7 6 7.8
20 30.3 14 38.9 11 14.3
16 24.2 2 5.6 1 1.3

0 0 0
%

4 5.3.5.1.1: N01 5.3.5.1.2: N02 5.3.5.2.1: N03 5.3.5.2.4: N04
15

15 MedDRA/J Ver.14.1 SMQ Standardised MedDRA Query

16
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2 N02 1 N04 1

N02 1 N04

1

N01 5.3.5.1.1 N02 5.3.5.1.2 N03 5.3.5.2.1

95%

N04 5.3.5.2.4

1

MT

16
5.3.5.1.1: N01 5.3.5.1.2: N02 5.3.5.2.1: N03 5.3.5.2.4: N04

N01 N02
N03 N04

218 73 77 258 84 79 142 77
2 0.9 4 5.5 1 1.3 3 1.2 2 2.4 1 1.3 6 4.2 2 2.6

%
MedDRA/J Ver14.1

N03 5.3.5.2.1

N03 5.3.5.2.1 N04 5.3.5.2.4

C01 5.3.5.2.1 N04

5.3.5.2.4 N03 5.3.5.2.1

N03 5.3.5.2.1

N04 5.3.5.2.4 C01

5.3.5.2.1

MT

6
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5

N04 5.3.5.2.4

MT

MT mg/

, , 60: 147-156, 2011

mg/ MT

TRAM/APAP

1 5 , , 26: 555-568, 2010

TRAM/APAP 4 5 150 187.5 mg 30 37.5 

mg 0.84 mg 0.3 mg/ TRAM/APAP 6 8

225 300 mg 45 60 mg 1.7 mg 0.6 mg/

5 20 mg

75 : 1 100 : 1 Stilt R et al, Clin Ther, 27: 225-237, 2005 Freye E et al, 

Pain Practice, 7: 123-129, 2007 20 mg

100 1 1.7 mg 0.6 mg/ 75 1 0.84 mg 0.3 mg/

0.84 mg 0.3 mg/

10 mg

0.84 mg 0.3 mg/ 5 mg

15 mg/

5 mg

N04 5.3.5.2.4 3

TRAM/APAP

3

17
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17 5.3.5.2.4: N04
FAS2 FAS1

3 2

%
95% a

%
95% a

11 10 90.9 58.7, 99.8 13 11 84.6 54.6, 98.1
6 6 100.0 54.1, 100.0 7 6 85.7 42.1, 99.6

3 26 25 96.2 80.4, 99.9 28 26 92.9 76.5, 99.1
TRAM/APAP 23 21 91.3 72.0, 98.9 26 23 88.5 69.8, 97.6

2 1 50.0 1.3, 98.7 3 2 66.7 9.4, 99.2

a

N03 5.3.5.2.1 N04 5.3.5.2.4

18

TRAM/APAP

3

18 7 5.3.5.2.1: N03 5.3.5.2.4: N04
N03 N04

3
TRAM/APAP

23 13 13 7 28 26 3
19 82.6 12 92.3 4 30.8 3 42.9 8 28.6 11 42.3 1 33.3

18 78.3 12 92.3 3 23.1 2 28.6 7 25.0 11 42.3 1 33.3

1 4.3 3 23.1 0 0 0 0 0
1 4.3 4 30.8 0 0 0 0 0

7 30.4 6 46.2 2 15.4 1 14.3 2 7.1 4 15.4 0
5 21.7 1 7.7 0 0 0 4 15.4 0
6 26.1 5 38.5 1 7.7 1 14.3 3 10.7 4 15.4 1 33.3
1 4.3 1 7.7 0 0 1 3.6 0 0
2 8.7 2 15.4 0 1 14.3 1 3.6 1 3.8 0

%

N04 5.3.5.2.4 3

TRAM/APAP

3

3

TRAM/APAP
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6

MT

MT

e-learning

2012 MT

19

19 MT 2010 2012

1
1
1

131
4

12
41

e-learning 113
e-learning 408

MT

3

2010 7 3

MT

1

e-learning
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e-learning MT

e-learning

e-learning

e-learning

e-learning

e-learning

e-learning

MT

MT

MT

3

MT

MT e-learning

e-learning

MT MT

MT

MT
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MT e-learning MT

7

MT

1

2

2 GCP

2

MT
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2

25 11 12

0.84 mg 1.7 mg 3.4 mg 5 mg

6.7 mg

24 12 21

20 12 25 20 8

1

1

MT

MT

e-learning

MT e-learning

e-learning

MT

MT

MT

MT e-learning MT

e-learning
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MT

MT e-learning

MT

e-learning

J-PAT Japan Pain Assessment & Treatment

MT

2

3

1 7

20

21
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20

21

: 280
:

1 : 12

22

22

12
280

NRS

:

1

2 GCP

5.3.5.1.1 5.3.5.1.2 5.3.5.2.1 5.3.5.2.2

GCP

GCP
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4

1 24

0.84 mg 1.7 mg 3.4 mg 5 mg




