
 

 

 

審議結果報告書 

 

令 和 ５ 年 ６ 月 １ 日 

医薬・生活衛生局医薬品審査管理課 

 

 

［販 売 名］ デュピクセント皮下注300mgシリンジ、同皮下注300mgペン 

［一 般 名］ デュピルマブ（遺伝子組換え） 

［申 請 者 名］ サノフィ株式会社 

［申請年月日］ 令和４年６月30日 

 

 

［審 議 結 果］ 

 令和５年５月 29 日に開催された医薬品第二部会において、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。 

本品目の再審査期間は４年とされた。 

 

［承 認 条 件］ 

医薬品リスク管理計画を策定の上、適切に実施すること。 
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6.

6.1

78 ng/mL ADA

ADA 13.9 ng/mL 125 ng/mL

6.2

6.2.1

6.2.1.1 CTD 5.3.5.1-1 EFC16459 2019 12 2021 11

PN 300 mg 600 mg 2 24

1 12

ADA 1 10.3% 7/68 4.5% 3/67

5.9% 4/68 3.0% 2/67

1 PN μg/mL
4 8 12 24

48.6 22.6 (66) 55.1 26.1 (66) 59.8 29.5 (67) 60.2 34.7 (65)
47.1 23.1 (58) 53.5 26.8 (58) 58.3 30.3 (59) 58.2 35.4 (57)
59.6 15.5 (8) 67.0 17.5 (8) 71.3 21.3 (8) 75.0 25.9 (8)

6.2.2 CTD 5.3.3.5-1

AD

V2 ke Vmax

2- PN
2) 143 568 NONMEM

version 7.4 3)

PN V2 ke Vmax

4) PN

2

1) 4
ADA

2)

3) PN MAP
MAP

4) ADA
WI-NRS IGA PN-S TCS TCI
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2
Cmax,SS

mg /L
AUC ,SS

mg day /L
Ctrough,SS

mg/L

EFC16459 300 mg
600 mg Q2W

65 85.0 35.8 1,070 482 61.7 32.0

EFC16460 74 93.1 37.6 1,170 505 69.2 33.4

2 EFC16459

EFC16460 SS AUC ,SS 60 kg

60 kg 90 kg 90 kg 1,670 1,070 632 mg day/L

6.R

6.R.1

1 6.2.2

72.1 kg

59.6 kg 2

24 WI-NRS 4 IGA PN-S 0/1

3 4

3 4

3 24 WI-NRS 4 IGA PN-S 0/1 2
WI-NRS 4 IGA PN-S 0/1

58.8 (90/153)   19.0 (30/158) 46.4 (71/153)   17.1 (27/158)
60 kg 45.5 (15/33) 20.6 (7/34) 51.5 (17/33) 20.6 (7/34)
60 kg 90 kg 67.7 (63/93) 18.4 (18/98) 44.1 (41/93) 15.3 (15/98)
90 kg 44.4 (12/27) 20.0 (5/25) 48.1 (13/27) 20.0 (5/25)

%

4 2

63.8 (97/152) 56.7 (89/157) 3.3 (5/152) 5.7 (9/157)
60 kg 54.5 (18/33) 52.9 (18/34) 3.0 (1/33) 0 (0/34)
60 kg 90 kg 64.1 (59/92) 56.1 (55/98) 5.4 (5/92) 9.2 (9/98)
90 kg 74.1 (20/27) 66.7 (16/24) 3.7 (1/27) 12.5 (3/24)

%

6.R.2 ADA

ADA ADA
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1,000 1,000 10,000 10,000

2 ADA 5

ADA ADA ADA

5 ADA 2
4 8 12 24

ADA a) 54.1 24.2 (128) 60.6 27.2 (128) 65.0 31.2 (129) 67.2 35.5 (119)

ADA
b)

35.5 19.6 (9) 38.6 23.8 (9) 41.8 24.4 (9) 40.9 34.1 (9)
21.0 14.8 (3) 27.5 12.1 (2) 34.7 10.4 (3) 39.2 14.6 (3)

(0) (0) (0) (0)
22.2 12.3 (4) 23.5 10.9 (3) 30.6 11.8 (4) 29.4 22.9 (4)

ADA
a) 4

b)
4

2 ADA

24 WI-NRS 4 IGA PN-S 0/1 6

6 ADA 24 WI-NRS 4 IGA PN-S 0/1 2
WI-NRS 4 IGA PN-S 0/1

58.8 (90/153) 19.0 (30/158) 46.4 (71/153) 17.1 (27/158)
ADA a) 61.4 (81/132) 18.1 (26/144) 49.2 (65/132) 18.1 (26/144)
ADA b) 54.5 (6/11) 33.3 (1/3) 36.4 (4/11) 0 (0/3)

75.0 (3/4) 50.0 (1/2) 25.0 (1/4) 0 (0/2)
% ADA
a) 4

b)
4

2 ADA

7 ADA

7 ADA 2

63.8 (97/152) 56.7 (89/157) 3.3 (5/152) 5.7 (9/157)
ADA a) 64.4 (85/132) 56.3 (81/144) 4.5 (6/132) 7.6 (11/144)
ADA b) 63.6 (7/11) 66.7 (2/3) 9.1 (1/11) 0 (0/3)

88.9 (8/9) 100 (2/2) 0 (0/9) 0 (0/2)
% ADA
a) 4

b)
4
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ADA ADA

PN 2

ADA ADA

ADA

ADA

29 10 26 300 mg

31 2 6 300 mg 2 2 17

300 mg ADA

ADA ADA

7.

8

EFC16460 2)

8

EFC16459 TCS
PN

75 (8)
76 (8)

300 mg 600 mg
Q2W 24

Q2W 24
24

WI-NRS 4

7.1

7.1.1 CTD 5.3.5.1-1 EFC16459 2019 12 2021 11

Medium potency5) TCS PN6) 150 75 7)

8 9

5) J Am Acad Dermatol, 2014; 71: 116-32 2020
2020; 130: 1607-26 2021 2021; 131, 2691-777

low potency medium potency high potency very 
high potency

6) PN
6

7) 24 WI-NRS 4 11% 39%
5% 15% 90% 150 75
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9

3 PN
7 WI-NRS 7

2 20

medium potency TCS TCI 2 19
TCS

7 5 1 1 2
18 80

PN AD
ACE PN

PN
6 AD

TCS TCI high potency very high potency TCS
TCI

24 12 300 mg

600 mg Q2W 24

1

2

7

2 low potency5) medium potency5) TCS TCI

TCS TCI high potency5)

very high potency5) TCS medium potency5) TCS

1 1 8)

9)

10) 151 75 76 ITT ITT

1 150

75 75

4.0% 3/75 14.5% 11/76

3 10 1

ITT 16 8 8

24 WI-NRS 4 10

10

8)

AD PN
SSRI SNRI

SSRI SNRI 3

9)  high potency5) very high potency 5) TCS TCI TCI
14

10) AD
2 TCS TCI AD

10%
40 60%
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10

10 ITT NRI

24
WI-NRS 4 60.0 (45/75) 18.4 (14/76) 62.5 (5/8) 12.5 (1/8)

[95% CI] a)

p b)
42.7 [27.8, 57.7]

<0.0001
63.6 [28.8, 98.5]

% 24 24

a) AD
2 TCS TCI

Mentel-Haenszel
b) 5% AD

2 TCS TCI
Cochran-Mantel-Haenszel

70.7% 53/75 62.7% 47/75 11

6.7% 5/75 COVID-19

1 10.7% 8/75 2

COVID-19 1

4.0% 3/75

14.7% 11/75 13.3% 10/75

11 2%

75 75 75 75
5 (6.7) 2 (2.7) 2 (2.7) 0
4 (5.3) 4 (5.3) 2 (2.7) 0
4 (5.3) 3 (4.0) 2 (2.7) 0
3 (4.0) 1 (1.3) 1 (1.3) 2 (2.7)
3 (4.0) 0 1 (1.3) 2 (2.7)

3 (4.0) 0 1 (1.3) 2 (2.7)

2 (2.7) 7 (9.3) COVID-19 0 4 (5.3)
2 (2.7) 2 (2.7) 0 3 (4.0)
2 (2.7) 1 (1.3) 0 2 (2.7)
2 (2.7) 0 0 2 (2.7)
2 (2.7) 0 0 2 (2.7)
2 (2.7) 0 0 2 (2.7)
2 (2.7) 0 0 2 (2.7)
2 (2.7) 0 (%)

75.0% 6/8 75.0% 6/8

2 2

2
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12.5% 1/8

25.0% 2/8 25.0% 2/8

7.R

7.R.1

PN PN

1 cm

PN

TCS J Eur Acad Dermatol 

Venereol 2018; 32: 1059-65 J Am Acad Dermatol. 2020; 82: 460-8

29

10 26 300 mg 31 2 6

300 mg 2 2 17

300 mg EFC16459

PN

PN TCS

TCS TCS PN

TCS TCS

medium potency TCS 2 TCI

TCS

PN 20 60% AD

J Invest Dermatol. 2020;

140: 480-3.e4 J Eur Acad Dermatol Venereol. 2013; 27: 550-7

40 60%

10% AD

AD
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PN QOL

PN

AD WI-NRS

WI-NRS 7

3.65 Acta Derm Venereol 2019; 99: 1288-

90 WI-NRS 4

PN JAMA Dermatol 2019; 155: 

121-2 JAMA Dermatol 2019; 155: 118-20 AD

12

7

PN 1

TCS TCI TCS

TCI

PN

PN

7.R.2

7.R.2.1

2

12

24
11) 24

AD R668-AD-1224 NRS
12) 16

PN JAMA Dermatol 2019; 155: 121-2 JAMA Dermatol 2019; 155: 118-

11) WI-NRS 4 12 24 37.2% 29/78 57.7% 45/78
IGA PN-S 0/1 25.6% 20/78 44.9% 35/78

12) NRS 4 NRS
0 10 11 0 10 24
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20 3

15.8% 12/76 44.0% 33/75 95%CI

29.2 14.5, 43.8 % 24 WI-NRS

PN

7.R.2.2

TCS PN 24

WI-NRS 4 10

7.1.1

12 PN QOL

12 ITT

WI-NRS OC

8.6 0.9 (75) 8.3 1.1 (76) 8.9 1.0 (8) 8.5 0.9 (8)
4 6.5 2.1 (75) 7.3 1.5 (69) 7.5 1.8 (8) 7.2 1.7 (5)
8 5.3 2.7 (73) 6.3 2.0 (58) 5.4 3.0 (7) 7.7 2.2 (3)

12 4.6 2.6 (71) 6.2 2.1 (56) 4.4 2.8 (7) 7.8 2.0 (3)
24 3.8 2.6 (67) 5.4 2.4 (44) 3.4 3.2 (7) 6.8 3.1 (3)

4.7 2.9 (53) 4.5 2.7 (34) 5.2 2.6 (7) 3 10 (2)

WI-NRS 4 a)

4 18.7 (14/75) 3.9 (3/76) 12.5 (1/8) 0 (0/8)
8 33.3 (25/75) 10.5 (8/76) 25.0 (2/8) 0 (0/8)

12 44.0 (33/75) 15.8 (12/76) 50.0 (4/8) 0 (0/8)
24 60.0 (45/75) 18.4 (14/76) 62.5 (5/8) 12.5 (1/8)

b) 45.3 (29/64) 30.0 (18/60) 50.0 (4/8) 12.5 (1/8)

IGA PN-S OC

3.3 0.5 (75) 3.3 0.5 (75) 3.4 0.5 (8) 3.4 0.5 (8)
4 2.8 0.8 (74) 3.1 0.6 (62) 2.5 0.9 (8) 3.3 0.5 (4)
8 2.4 1.0 (70) 2.9 0.8 (58) 2.1 1.2 (7) 3.0 1.0 (3)

12 2.1 1.2 (72) 2.6 0.9 (59) 1.6 1.4 (7) 3.0 1.0 (3)
24 1.5 1.1 (67) 2.3 1.1 (47) 1.0 1.2 (7) 3.0 1.0 (3)

1.8 1.0 (61) 2.2 1.0 (39) 2.1 1.5 (7) 3 4 (2)

IGA PN-S 0/1 a)

4 9.3 (7/75) 1.3 (1/76) 25.0 (2/8) 0 (0/8)
8 16.0 (12/75) 3.9 (3/76) 25.0 (2/8) 0 (0/8)

12 32.0 (24/75) 11.8 (9/76) 50.0 (4/8) 0 (0/8)
24 48.0 (36/75) 18.4 (14/76) 62.5 (5/8) 0 (0/8)

b) 37.5 (27/72) 15.4 (10/65) 37.5 (3/8) 0 (0/8)

IGA PN-S 0  a) 4 0 (0/75)   0 (0/76) 0 (0/8) 0 (0/8)
8 5.3 (4/75) 1.3 (1/76) 12.5 (1/8) 0 (0/8)
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IGA PN-S 0  a) 12 8.0 (6/75) 1.3 (1/76) 25.0 (2/8) 0 (0/8)
24 21.3 (16/75) 2.6 (2/76) 37.5 (3/8) 0 (0/8)

b) 6.9 (5/72) 4.6 (3/65) 12.5 (1/8) 0 (0/8)

WI-NRS 4
IGA PN-S0/1  a)

4 4.0 (3/75) 0 (0/76) 12.5 (1/8) 0 (0/8)
8 12.0 (9/75) 0 (0/76) 12.5 (1/8) 0 (0/8)

12 20.0 (15/75) 5.3 (4/76) 25.0 (2/8) 0 (0/8)
24 38.7 (29/75) 9.2 (7/76) 50.0 (4/8) 0 (0/8)

b) 17.8 (13/73) 13.6 (9/66) 37.5 (3/8) 0 (0/8)

IGA PN-A OC

3.3 0.6 (75) 3.3 0.6 (75) 3.4 0.5 (8) 3.5 0.5 (8)
4 2.6 0.8 (74) 3.0 0.7 (62) 2.4 1.1 (8) 3.5 0.6 (4)
8 2.1 1.1 (70) 2.8 0.8 (58) 2.0 1.4 (7) 3.0 1.0 (3)
12 1.8 1.0 (72) 2.6 1.0 (59) 1.3 1.4 (7) 3.0 1.0 (3)
24 1.2 1.0 (67) 2.2 1.1 (47) 1.1 1.3 (7) 3.0 1.0 (3)

1.6 1.1 (61) 1.8 1.1 (39) 2.1 1.8 (7) 1 4 (2)

IGA PN-A 0/1  a)

4 10.7 (8/75) 3.9 (3/76) 25.0 (2/8)   0 (0/8)
8 22.7 (17/75) 3.9 (3/76) 37.5 (3/8)   0 (0/8)

12 34.7 (26/75) 14.5 (11/76) 50.0 (4/8)   0 (0/8)
24 60.0 (45/75) 19.7 (15/76) 62.5 (5/8)   0 (0/8)

b) 40.3 (29/72) 23.1 (15/65) 37.5 (3/8) 12.5 (1/8)

IGA PN-A 0 a)

4 0 (0/75)   0 (0/76)    0 (0/8)   0 (0/8)
8 8.0 (6/75)   0 (0/76) 12.5 (1/8)   0 (0/8)

12 10.7 (8/75)   0 (0/76) 37.5 (3/8)   0 (0/8)
24 24.0 (18/75) 2.6 (2/76) 37.5 (3/8)   0 (0/8)

b) 15.3 (11/72) 7.7 (5/65) 25.0 (2/8)   0 (0/8)

DLQI OC

17.8 7.1 (75) 15.7 7.3 (75) 9.9 6.4 (8) 13.8 4.0 (8)
4 9.7 6.4 (73) 10.8 6.6 (64) 5.4 2.3 (8) 10.6 5.3 (5)
8 8.3 6.2 (72) 9.7 8.0 (58) 3.9 2.9 (7) 11.0 9.8 (3)

12 6.7 5.4 (72) 9.3 7.7 (59) 2.4 2.0 (7) 9.3 9.3 (3)
24 5.7 5.3 (67) 8.8 8.9 (47) 2.3 2.4 (7) 6.7 4.9 (3)

7.8 6.8 (59) 6.7 6.4 (40) 4.7 2.9 (7) 9 10 (2)

NRS OC

4.4 2.4 (75) 4.3 2.2 (76) 6.1 1.7 (8) 4.2 1.4 (8)
4 5.5 2.0 (75) 4.6 2.0 (69) 6.4 1.4 (8) 4.1 2.1 (5)
8 5.9 2.1 (73) 5.1 2.1 (58) 6.8 1.7 (7) 3.3 2.7 (3)

12 6.4 1.9 (71) 5.4 1.7 (56) 6.9 1.9 (7) 4.0 3.0 (3)
24 6.9 2.0 (67) 5.8 2.1 (44) 6.7 2.3 (7) 4.2 3.2 (3)

6.6 2.3 (53) 6.3 2.3 (34) 6.3 1.7 (7) 1 5 (2)

NRS OC

7.2 2.5 (75) 7.2 2.3 (76) 4.3 3.2 (8) 7.0 2.9 (8)
4 5.1 2.9 (75) 6.0 2.7 (69) 3.5 2.9 (8) 4.1 4.2 (5)
8 4.1 3.1 (73) 4.9 2.8 (58) 2.6 2.7 (7) 3.6 5.5 (3)

12 3.3 2.9 (71) 4.7 2.8 (56) 1.5 1.5 (7) 3.7 5.5 (3)
24 2.6 2.7 (67) 3.8 2.9 (44) 0.6 0.7 (7) 3.3 5.8 (3)

3.1 3.1 (53) 3.3 2.8 (34) 0.9 1.0 (7) 0 10 (2)
2 %

a) 36 24

b) 

24 WI-NRS 4 IGA PN-S 0/1

WI-NRS 4 IGA PN-S 0/1

13

90 kg

2 3
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13 24 ITT

WI-NRS 4 IGA PN-S 0/1 WI-NRS 4
IGA PN-S 0/1

60.0 (45/75) 18.4 (14/76) 48.0 (36/75) 18.4 (14/76) 38.7 (29/75) 9.2 (7/76)
65.2 (15/23) 21.4 (6/28) 52.2 (12/23) 14.3 (4/28) 39.1 (9/23) 10.7 (3/28)
57.7 (30/52) 16.7 (8/48) 46.2 (24/52) 20.8 (10/48) 38.5 (20/52) 8.3 (4/48)

18 64 62.5 (35/56) 19.7 (12/61) 46.4 (26/56) 23.0 (14/61) 35.7 (20/56) 11.5 (7/61)
65 52.6 (10/19) 13.3 (2/15) 52.6 (10/19)    0 (0/15) 47.4 (9/19)   0 (0/15)
60 kg 46.7 (7/15) 23.8 (5/21) 66.7 (10/15) 23.8 (5/21) 46.7 (7/15) 9.5 (2/21)

60 kg 90 kg 71.7 (33/46) 13.3 (6/45) 47.8 (22/46) 13.3 (6/45) 43.5 (20/46) 6.7 (3/45)
90 kg 35.7 (5/14) 33.3 (3/9) 28.6 (4/14) 33.3 (3/9) 14.3 (2/14) 22.2 (2/9)

BMI

25 kg/m2 54.2 (13/24) 21.6 (8/37) 62.5 (15/24) 18.9 (7/37) 45.8 (11/24) 8.1 (3/37)
25 kg/m2

30 kg/m2 76.0 (19/25) 9.1 (2/22) 44.0 (11/25) 18.2 (4/22) 44.0 (11/25) 9.1 (2/22)

30 kg/m2 50.0 (13/26) 25.0 (4/16) 38.5 (10/26) 18.8 (3/16) 26.9 (7/26) 12.5 (2/16)
62.9 (22/35) 17.8 (8/45) 54.3 (19/35)   22.2 (10/45) 42.9 (15/35) 11.1 (5/45)

50.0 (4/8) 33.3 (1/3) 25.0 (2/8)   0 (0/3) 12.5 (1/8) 0 (0/3)

65.5 (19/29) 20.0 (5/25) 51.7 (15/29) 12.0 (3/25) 44.8 (13/29) 8.0 (2/25)
0 (0/3) 0 (0/3) 0 (0/3) 33.3 (1/3) 0 (0/3) 0 (0/3)

3 56.3 (18/32) 18.9 (7/37) 56.3 (18/32)   27.0 (10/37) 43.8 (14/32) 10.8 (4/37)
3 62.8 (27/43) 17.9 (7/39) 41.9 (18/43) 10.3 (4/39) 34.9 (15/43) 7.7 (3/39)

IGA PN-S
3 57.4 (31/54) 20.8 (11/53) 51.9 (28/54) 26.4 (14/53) 40.7 (22/54) 13.2 (7/53)
4 66.7 (14/21) 13.6 (3/22) 38.1 (8/21) 0 (0/22) 33.3 (7/21) 0 (0/22)

IGA PN-A 

1 0 (0/0) 0 (0/1) 0 (0/0) 0 (0/1) 0 (0/0) 0 (0/1)
2 100 (3/3) 0 (0/3) 66.7 (2/3) 0 (0/3) 66.7 (2/3) 0 (0/3)

3 48.8 (21/43) 24.4 (10/41) 53.5 (23/43) 26.8 (11/41) 37.2 (16/43) 17.1 (7/41)
4 72.4 (21/29) 13.3 (4/30) 37.9 (11/29) 10.0 (3/30) 37.9 (11/29) 0 (0/30)

AD
25.0 (1/4) 0 (0/2) 75.0 (3/4) 0 (0/2) 25.0 (1/4) 0 (0/2)
62.0 (44/71) 18.9 (14/74) 46.5 (33/71) 18.9 (14/74) 39.4 (28/71) 9.5 (7/74)
63.6 (21/33) 14.3 (4/28) 54.5 (18/33) 17.9 (5/28) 42.4 (14/33) 7.1 (2/28)
57.1 (24/42) 20.8 (10/48) 42.9 (18/42) 18.8 (9/48) 35.7 (15/42) 10.4 (5/48)

TCS/TCI

61.7 (29/47) 13.3 (6/45) 53.2 (25/47) 11.1 (5/45) 44.7 (21/47) 6.7 (3/45)

TCS
low potency5)

medium potency5)

63.9 (23/36)  8.3 (2/24)  61.1 (22/36) 16.7 (4/24)  52.8 (19/36) 8.3 (2/24)

TCS
high potency5)

very high potency 5)

50.0 (4/8) 20.0 (4/20) 25.0 (2/8) 5.0 (1/20) 12.5 (1/8) 5.0 (1/20)

TCI 50.0 (1/2)  0 (0/2) 50.0 (1/2)  0 (0/2) 50.0 (1/2) 0 (0/2) 

57.1 (16/28) 25.8 (8/31)   39.3 (11/28) 29.0 (9/31) 28.6 (8/28) 12.9 (4/31)

33.3 (2/6) 10.0 (1/10) 66.7 (4/6) 10.0 (1/10) 33.3 (2/6)   0 (0/10)
62.3 (43/69) 19.7 (13/66) 46.4 (32/69) 19.7 (13/66) 39.1 (27/69)   10.6 (7/66)
55.6 (5/9) 22.2 (2/9) 33.3 (3/9) 11.1 (1/9) 22.2 (2/9) 0 (0/9)
60.6 (40/66) 17.9 (12/67) 50.0 (33/66) 19.4 (13/67) 40.9 (27/66) 10.4 (7/67)

% 24 24

TCS PN 24

WI-NRS 4

12 PN

PN
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PN 24

PN

7.R.3

PN PN

2 EFC16459 EFC16460

14

PN

14

PN
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14
PN AD CRSwNP

2 a) 8 b) 2 c) 4 d)

e)

152

e)

2,484
e)

440

e)

2,59775 75 8 8
50.2 45.4 5.5 5.3 99.0 1,864.9 428.0 3,167.3

53 (70.7)
215.2

47 (62.7)
201.8

6 (75.0)
225.2

6 (75.0)
241.9

97 (63.8)
183.9

1,920 (77.3)
343.6

349 (79.3)
228.7

1,983 (76.4)
202.4

5 (6.7)
10.3

8 (10.7)
18.5 0 1 (12.5)

19.4
7 (4.6)

7.2
119 (4.8)

6.6
24 (5.5)

5.8
220 (8.5)

7.3

0 0 0 0 0 2 (<0.1)
0.1

1 (0.2)
0.2

9 (0.3)
0.3

0 3 (4.0)
6.7 0 0 0 80 (3.2)

4.4
13 (3.0)

3.1
131 (5.0)

4.2
11 (14.7)

24.5
10 (13.3)

24.6
2 (25.0)

42.3
2 (25.0)

45.3
26 (17.1)

30.1
842 (33.9)

63.3
97 (22.0)

28.0
598 (23.0)

24.4

0 1 (1.3)
2.2 0 1 (12.5)

21.3
1 (0.7)

1.0
23 (0.9)

1.2
9 (2.0)

2.1
94 (3.6)

3.1

0 0 0 0 0 4 (0.2)
0.2 0 5 (0.2)

0.2
4 (5.3)

8.4
5 (6.7)
11.7 0 0 6 (3.9)

6.3
383 (15.4)

23.6
63 (14.3)

17.0
434 (16.7)

16.6
18 (24.0)

43.4
22 (29.3)

63.8
4 (50.0)

99.4
3 (37.5)

85.7
37 (24.3)

45.0
1,236 (49.8)

119.1
205 (46.6)

69.8
1,447 (55.7)

85.7
1 (1.3)

2.0
2 (2.7)

4.5 0 0 2 (1.3)
2.0

15 (0.6)
0.8

4 (0.9)
0.9

50 (1.9)
1.6

0 0 0 0 5 (3.3)
5.1

195 (7.9)
11.2

9 (2.0)
2.1

45 (1.7)
1.4

3 (4.0)
6.1

7 (9.3)
16.9

1 (12.5)
19.1

2 (25.0)
49.1

7 (4.6)
7.3

219 (8.8)
12.8

5 (1.1)
1.2

91 (3.5)
2.9

2 (2.7)
4.1

3 (4.0)
6.8 0 0 8 (5.3)

8.4
386 (15.5)

23.9
19 (4.3)

4.6
99 (3.8)

3.2

0 0 0 0 0 4 (0.2)
0.2

1 (0.2)
0.2

3 (0.1)
0.1

0 0 0 0 0 44 (1.8)
2.4 0 4 (0.2)

0.1
3 (4.0)

6.1
3 (4.0)

6.9
1 (12.5)

18.5 0 8 (5.3)
8.3

441 (17.8)
27.8

15 (3.4)
3.6

71 (2.7)
2.3

0 1 (1.3)
2.2 0 1 (12.5)

21.1 0 29 (1.2)
1.6

8 (1.8)
1.9

22 (0.8)
0.7

2 (2.7)
4.0 0 0 0 2 (1.3)

2.0
52 (2.1)

2.8
6 (1.4)

1.4
59 (2.3)

1.9

0 0 0 0 0 1 (<0.1)
0.1 0 0

2 (2.7)
4.0

1 (1.3)
2.2 0 0 4 (2.6)

4.1
66 (2.7)

3.6
4 (0.9)

0.9
54 (2.1)

1.7

0 0 0 0 0 36 (1.4)f)

2.0
8 (1.8)g)

1.9
93 (3.6)g)

3.0

0 0 0 0 0 22 (0.9)
1.2

31 (7.0)
7.6

22 (0.8)
0.7

% h) 100
PN MedDRA ver.24.1 CRSwNP MedDRA ver.21.0 MedDRA ver.20.0 AD MedDRA 
ver.18.0
a) EFC16459 EFC16460
b) R668-AD-1021 R668-AD-1117 R668-AD-1314 R668-AD-1307 R668-AD-1334 R668-AD-1416 R668-AD-1224

R668-AD-1225
c) EFC14280 EFC14146
d) DRI12544 EFC13579 EFC13691 LTS12551
e)
f)
g) 3,000 /μL
h)

PN

PN PN AD

4,600 400
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AD 12 52

J Dermatol. 2021; 48: 638-44 PN

PN 24 PN

AD PN

PN

24 PN AD

15
13)

15
1 28 29 56 57 84 85 112 113 140 141 168

PN 2 a)

24
21.7

(33/152)
22.4

(34/152)
21.9

(33/151)
13.2

(20/151)
8.6

(13/151)
12.7

(19/150)
AD

R668-AD-1224
TCS

52

42.8
(182/425)

41.7
(172/412) 

30.4
(123/405)

26.0
(104/400)

20.1
(79/393)

24.4
(95/390)

AD 3 b)

16
39.9

(418/1,047)
32.0

(329/1,027)
27.8

(282/1,014)
24.3

(245/1,008)
3.8

(37/965)
%
a) EFC16459 EFC16460
b) R668-AD-1021 R668-AD-1334 R668-
AD-1416

AD 52 R668-AD-1224 TCS

24 16

16 5% R668-AD-1224 300 mg Q2W
24 24 52

110 315 110 315
80.9 (89) 74.3 (234) 75.5 (83) 73.0 (230)
13.6 (15) 33.7 (106) 40.9 (45) 35.9 (113)
7.3 (8) 7.0 (22) 6.4 (7) 6.7 (21)

11.8 (13) 6.7 (21) 5.5 (6) 4.1 (13)
3.6 (4) 5.1 (16) 0.9 (1) 2.2 (7)

%

AD

13) 300 mg Q2W 3 1%
PN 2 24

AD R668-AD-1224 24 TCS

AD 3 16





19
_ _

7.R.6

7.R.2 7.R.3

PN

600 mg 1 300 mg 2

7.R.7

18)

1 PN 24

WI-NRS 4 IGA PN-S 0/1 17

3

18 1

PN

17 PN

WI-NRS 4 33.3 (1/3) 0 (0/4) 80.0 (4/5) 25.0 (1/4)
IGA PN-S 0/1 33.3 (1/3) 0 (0/4) 80.0 (4/5) 0 (0/4)
%

18 PN
4 8 12 24

#1 38.8 55.2 71.0 81.5
#2 70.8 61.4 74.6 74.3
#3 71.0 75.6 69.4 61.4
μg/mL

18)
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66.7% 2/3 50.0% 2/4

1

1

PN

PN

AD

7.R.8

7.R.3 PN 24

PN

PN 24

PN

8.

8.1

8.2 GCP
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CTD 5.3.5.1-1 GCP

9. 1

PN

PN

PN

10.

WI-NRS 24 0 10
11

WI-NRS 4 WI-NRS 4

IGA PN-S

5
0 0
1 1 5
2 6 19
3 20 100
4 100

IGA PN-S 0/1 0 IGA PN-S 0 1 0

IGA PN-A

PN 0 4 5
0
1 10%
2 11 25%
3 26 75%
4 76 100%

IGA PN-A 0/1 0 IGA PN-A 0 1 0

DLQI
1 QOL HRQoL

10 4 3
0 30 HRQoL

NRS 0 10 11

NRS 24 0 10
11

7.R.3

SMQ

SMQ
24 2 PT

MedDRA SMQ 18.1
HLT

SOC
SOC
HLT

HLGT HLT

PT
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SOC
SOC

PT

PT
HLGT

PT
PT

SOC
HLT PT

PT
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2

5 5 8

300 mg 300 mg

4 6 30

1.

20 12 25 20 8

1.1

1

PN

1

PN PN

TCS

1.2

1

7.R.8

19

20



24

19

20

21 PN

21

PN
1
100

IGA PN-S IGA PN-A WI-NRS DLQI

2.

4



25

600 mg 1 300 mg

2

600 mg 1 300 mg

2

12 600 mg

1 300 mg 2

1 300 mg 2

1 300 mg 4
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AD Atopic dermatitis
ADA Anti-drug antibody

AUC Area under the concentration time curve over 
the dosing interval ( ) at steady state

BMI Body mass index
CD Cluster of differentiation
CI Confidence interval
Cmax,SS Maximum serum concentration at steady state
COVID-19 Coronavirus disease 2019 SARS-CoV-2
CRSwNP Chronic rhinosinusitis with nasal polyposis

Ctrough,SS Trough serum concentration at steady state

DLQI Dermatology life quality index
HLGT High level group term
HLT High level term
HRQoL H
Ig Immunoglobulin
IGA Investigator’s global assessment

IGA PN Investigator’s global assessment for prurigo 
nodularis

IGA PN-A IGA PN-Activity
IGA PN-S IGA PN-Stage
IL Interleukin
ITT Intent-to-treat
ke Elimination rate constant
MAP Maximum a posteriori
MedDRA Medical dictionary for regulatory activities
NRI Non-responder imputation
NRS Numerical rating scale
OC Observed case
PN Prurigo nodularis
PT Preferred term
QOL Quality of life
Q2W Once every 2weeks 2
SMQ Standardized MedDRA query MedDRA

SNRI Serotonin norepinephrine reuptake inhibitor

SOC System organ class

SSRI Selective serotonin reuptake inhibitor

STAT Signal transducer and activator of transcription
TCI Topical calcineurin inhibitors
TCS Topical corticosteroids
V2 Volume of the central compartment
Vmax Maximum target-mediated rate of elimination
WI-NRS Worst-itch numeric rating scale
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2 EFC16459
EFC16460

2020
2020; 130: 1607-26

300 mg
300 mg
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