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AUC area under the concentration-time curve
AUC0- 0
AUC0-last 0

ANCOVA analysis of covariance

CI confidence interval

Cmax maximal concentration

CRP C-reactive protein C

eGFR estimated glomerular filtration rate

ESA erythropoiesis stimulating agent

FAS full analysis set

FGF23 fibroblast growth factor 23 23

IBD inflammatory bowel disease

IBI derisomaltose (isomaltoside)-bound iron

ICSR individual case safety report

IDA iron deficiency anemia

MedDRA medical dictionary for regulatory activities terminology

NSAIDs non-steroidal anti-inflammatory drugs

PD pharmacodynamic(s)

PK pharmacokinetic(s)

PT preferred term

QTcF Fridericia QT

PMDA pharmaceuticals and medical devices agency

SD standard deviation

SE standard error

SMQ standardised MedDRA queries MedDRA

t1/2 elimination half-life

TBI transferrin-bound iron

TI total iron

TIBC total iron binding capacity

tmax time to maximum plasma concentration

TSAT transferrin saturation

Vz volume of distribution in the terminal phase

z elimination rate constant
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2.5

2.5.1

2.5.1.1

Pharmacosmos A/S PC

1000

1000

3 5

2.5.1.2 IDA

IDA
1) IDA 2)

8.5% IDA 3) IDA

IDA
4, 5) IDA

IBD IDA 4) IDA
4, 5, 6, 7)

3 2015
4) IDA 2.5.1.2-1

12 g/dL 13 g/dL

IDA

12 ng/mL

TIBC 360

2.5.1.2 -1
a

(g/dL)
TIBC

( ) (ng/mL)
<12 360 <12

12 360 <360 <12
12 <360 12

TIBC
a 13 g/dL 12 g/dL

80 11 g/dL 10.5 g/dL

5.4-4 6 1
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30 8) 20

12 g/dL 14.0% 242/1731 20 40

20.4% 102/499 13 g/dL 9.2%

110/1200 60 13.9% 103/740 4)

15 ng/mL 22% 20 40

40% 15 ng/mL

20 40

IDA
8, 9, 10)

2.5.1.3

IDA
4)

10% 20%

4, 9)

4)

2020 9

4)

11)

4, 12)

2.5.1.3-1

2.5.1.3 -1

25 kg 35 kg 35 kg 70 kg 70 kg
10.0 g/dL

500 mg
500 mg 1

1500 mg 1 500 mg 1
3 1500 mg

1 500 mg 1
310.0 g/dL 1000 mg 1 500 mg 1

2
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1 120 mg

4)

13,14) 23 FGF23
14,15,16,17,18) FGF23

1,25- D 1,25 (OH)2 D

1,25 (OH)2 D

PTH

1500 mg

1 500 mg 3

17)

3

1000 mg 50 kg

20 mg/kg 1 2000 mg 1

2

1 500 mg 2 1

18, 41)

2.5.1.4

2.5.1.4.1

22 2009 11

2020 1
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2021 40

2.5.1.4.2

2016 12 PC

PC IDA I

PK-IDA-01 500 mg

1000 mg

IDA

IDA III

NS32-P3-01 2 IDA

III NS32-P3-02

IDA III NS32-P3-03

2.5.1.5

PMDA

1.13.2

2.5.1.5.1

2.5.1.5.2
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2.5.1.6

2.5.1.6-1

IDA I III

I PK-IBD-01 PK-IBD-

02 QTc ICH E14

QT/QTc

P-IDA-03 ECG substudy

2.5.1.6-1

I PK-IDA-01 IDA 24

III NS32-P3-01 
IDA

356
237
119

III NS32-P3-02 
IDA

40

III NS32-P3-03 
IDA

21

I PK-IBD-01 IBD 12

I PK-IBD-02 
IBD
IDA

16

IIIa
P-IDA-03  
ECG substudy

QTc IDA 35

IDA IBD
a III
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2.5.2

2.5.2.1

100 mg/mL

1 1 100 mg

1 mL 500 mg 5 mL 1000 mg 10 mL

500 mg 1000 mg

2.5.2.2

I

PK-IDA-01 III ECG substudy P-IDA-03 ECG substudy

TI IBI NS32-P3-03

TI I PK-IBD-01

TI

TBI

I PK-IBD-02 IBI
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2.5.3

2.5.3.1

PK-IDA-01 PK-IBD-01 PK-IDA-

01 PK-IBD-02 2.5.3.1-1

NS32-P3-03

QTc P-IDA-03 ECG substudy

2.5.3.1-1

PK·PD
(CTD2.7.6)

PK-IDA-01 IDA
100 mg 6
500 mg 6
750 mg 6
1000 mg 5

5.3.4.2-1 
(2.7.6.2) 

PK-IBD-01 IBD 100 mg 12
200 mg 11

5.3.3.2-1 
(2.7.6.1)

PK-IBD-02 IBD IDA 500 mg 8
1000 mg 7

5.3.4.2-2 
(2.7.6.3)

IDA IBD

2.5.3.2 IDA PK

IDA PK-IDA-01 PK-IBD-01 TI

IBI TBI TI IBI PK-IDA-01

TI 2.5.3.2-1 PK-IDA-01

PK-IBD-01 PK 2.5.3.2-1

PK-IDA-01 IDA 24 6

PK PD 1 100 mg 2 500 mg

2 3 750 mg 4 1000 mg

15

PK-IBD-01 IBD 12 PK

100 mg /200 mg 100 mg 200 mg/100 mg

200 mg 6 1 100 mg 2 200 mg 4

4 2 200 mg 100 mg

AUC Cmax 1000 mg AUC Cmax

500 mg 2 t1/2 18.0 26.8 tmax

0.21 0.75 1

100 mg PK

PK
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2.5.3.2-1 IDA TI
PK-IDA-01

5.3.4.2-1 Figure 3
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2.5.3.2-1 TI PK
PK-IBD-01 PK-IDA-01

PK-IBD-01 PK-IDA-01

100 mg
(N=12)

200 mg
(N=11)

100 mg
(N=6)

500 mg
(N=6)

750 mg
(N=6)

1000 mg
(N=5)

AUC0-

(μg·hr/mL)
919 (22.4) 2160 (20.8) 1249 (22.1) 8461 (9.8) 10640 (15.4) 17730 (20.4)a

AUC0-last

(μg·hr/mL)
863 (24.1) 1940 (19.6) 1237 (22.3) 8375 (9.8) 10520 (15.5) 17080 (17.3) 

Cmax

(μg/mL)
41.7 (49.4) 69.9 (26.2) 41.955 (26.7) 208.353 (14.1) 239.230 (20.3) 407.852 (10.8) 

tmax

(hr)
0.75 

(0.08, 12.00)
0.50

(0.17, 1.50)
0.209

(0.167, 0.500)
0.250

(0.167, 2.000)
1.000

(0.250, 1.500)
1.000

(0.250, 2.000)
z 

(1/hr)
0.0385 (11.5) 0.0327 (14.9) 0.03572 (21.4) 0.03043 (14.3) 0.02846 (7.1) 0.02585 (12.7) a

t1/2 

(hr)
18.0 (11.5) 21.2 (14.9) 19.38 (21.5) 22.77 (14.3) 24.36 (7.2) 26.81 (12.8) a

GCV% tmax Median (Min, Max)

a N=4 1

5.3.5.3-1 Table A3, Table A4, 5.3.4.2-1 Table 14.6.8

2.5.3.2.1

PK-IDA-01 IDA 100 1000 mg Vz

1.940 2.475 L 30 40 mL/kg 2.7.2.2.1.1-1

70 80 mL/kg 50%

2.5.3.2.2
19,20)

2.5.3.2.3

PK-IBD-01 IBD 100 200 mg

0.86% 1.07%

2.7.2.2.1.2 2

2.5.3.2.4 PK

1%
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2.5.3.2.5 PK

2.5.3.3 PD

2.5.3.3.1

IDA PK-IDA-01 IBD IDA

PK-IBD-02

TIBC TSAT

1 PK-IDA-01

PK-IBD-02 168 72

TIBC TSAT

PK-IDA-01 1

2.5.3.3.1-1

2.5.3.3.1-1 IDA
PK-IDA-01

5.3.5.3-2 2

2.5.3.3.2 QTc

III P-IDA-03 ECG substudy IDA 32

1000 mg QTc

QTc TI QTcF
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2.5.3.4

III NS32-P3-03 21

2 1381.0 269.5 mg

1000 mg 2000 mg

0.5540 0.9770 mg/L 55.4 97.7 100 mL
21) 119 ± 251 100 mL
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2.5.4

III NS32-P3-01 NS32-P3-02 NS32-P3-03

2.5.4-1

2.5.4-1

FAS (m2.7.6)

NS32-P3-01
IDA

237
118

12
5.3.5.1-1 
2.7.6.4

NS32-P3-02
IDA

40

30
10

12
5.3.5.2-1 
2.7.6.5

NS32-P3-03
IDA

21
8

5.3.5.2-2 
2.7.6.6

2.5.4.1

2.5.4.1.1

2.7.3.1.1.1

1

IDA

IDA 49 IDA

NS32-P3-01 IDA

NS32-P3-02

IDA

NS32-P3-03 IDA

IDA NS32-P3-01 NS32-P3-02
22)

11 g/dL TIBC 360 g/dL NS32-P3-02 TSAT 20%

NS32-P3-01 12 ng/mL NS32-P3-02

C CRP

100 ng/mL CRP 30 ng/mL NS32-P3-

03 IDA 23, 24, 25)

26) 36 25 ng/mL 24

48 10 g/dL
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2.7.3.3.1.2

NS32-P3-01

NS32-P3-01 41.5 61.6% 38.4%

IDA NS32-P3-02 58.0

47.5% IDA IBD

47.5% NSAIDs 27.5% 25.0%

NS32-P3-03 32.4 IDA

83%

NS32-P3-01 9.12 g/dL

8.87 g/dL NS32-P3-02 9.43 g/dL NS32-P3-03 8.70 g/dL

NS32-P3-01 NS-32 3.56 ng/mL 3.11 ng/mL

NS32-P3-02 8.83 ng/mL NS32-P3-03 16.98 ng/mL

NS32-P3-02

2.5.4.1.2

IDA

IDA

IDA

IDA

IBD

IDA 27)

ESA

NS32-

03-02 eGFR 30 60

mL/min/1.73 m2

2.5.4.4 2015
28) CKD
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2018 29) IDA

IDA

2.5.4.2

2.5.4.2.1

1 NS32-P3-01

NS32-P3-01 IDA

IDA

1 120 mg

360 6 1

2 1

8 4

2000 mg 8

4

12 8 4

40 kg

1

1000 mg 50 kg 1 kg 20 mg

500 mg

500 mg 1 120 mg 2

3

2 NS32-P3-02

NS32-P3-02 IDA

40 50% 2

3 1

8 4

NS32-P3-01 12 8 4
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40 kg

500 mg 1 1 500 mg 1 2

NS32-P3-01

3 NS32-P3-03

NS32-P3-03 IDA

20 36 24

48

57 8

IDA 26) 8

8

24 48

NS32-P3-03 40 kg

NS32-P3-01 1 1000 mg 50 kg 1 kg 20

mg 500 mg

500 mg

2.5.4.2.2

IDA

4) III

1

40 kg 2.5.4.2.2-

1 PMDA

40 kg

2.7.3.1.1.2 1

NS32-P3-01 NS32-P3-03 NS32-P3-02

2.5.4.2.2-2 PK-

IDA-01 15 2

IDA I PK-IDA-01 100 mg

500 mg 750 mg 1000 mg
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500 mg

1000 mg AUC Cmax

1000 mg AUC Cmax 500 mg 2

I

III

1 1 kg 20 mg

500 mg

2

1 1000 mg

III 1

1000 mg 500 mg

50 kg 1 kg 20 mg

2.7.3.1.1.2 2

1 1000 mg

1 1000 mg 1

1 500 mg 1 2

2.5.4.2.2-1 mg

40 kg 40 50 kg 50 70 kg 70 kg
10 g/dL * 750 mg 1000 mg 1500 mg

10 g/dL * 1000 mg 1500 mg 2000 mg

* 2.2 16  (g/dL) 10  (kg) 
1

NS32-P3-03 10 g/dL
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2.5.4.2.2-2
NS32-P3-01 NS32-P3-02 NS32-P3-03

a

24 48

1 1000 mg 50 kg 1 kg 20 mg

1 b 1 1
1 b 1 1

48

2
- 1 1

500 mg 500 mg

1 500 mg

1 1 1

2

-
2

2 15 250 mg/
NS32-P3-01 1 120 mg 1 2 3

2
a 40 kg
b 50 kg 1 kg 20 mg 20 mg/kg

20 mg/kg

2.5.4.2.3

IDA

NS32-P3-01 NS32-P3-02 12 NS32-P3-03 8

NS32-P3-01 8 4

12 NS32-P3-02 NS32-P3-03

IDA 26) 8

8

2 g/dL 12.0 g/dL

TIBC TSAT

2 g/dL

12 g/dL



NS-32 2.5 Page 21

2.5.4.2.4

FAS

NS32-P3-01

ANCOVA 95%  -0.5 g/dL

NS32-P3-02 NS32-P3-03

t

2.5.4.2.5

 -0.5 g/dL Ferinject
30) 31,32,33

1 2 g/dL 1/2

2.5.4.3

2.5.4.3.1

2.5.4.3.1-1

NS32-P3-01 9.12

1.15 g/dL 8.87 1.29 g/dL 12 13.38

0.83 g/dL 13.27 0.99 g/dL 4.27 1.32 g/dL 4.40 1.06 g/dL

 – 0.06 95% -0.13, 0.24 g/dL

95% -0.5 g/dL

NS32-P3-02 9.43 1.04 g/dL 12 13.75

1.30 g/dL 4.33 1.58 g/dL P<0.001

t NS32-P3-01

NS32-P3-03 8.70 0.96 g/dL 8 13.47

0.49 g/dL 4.77 0.94 g/dL P<0.001

t
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2.5.4.3.1-1 g/dL FAS
NS32-P3-01

NS32-P3-02 
(N=40)

NS32-P3-03 
(N=21) NS-32 

(N=237) (N=118)
n 237 118 40 21
Mean (SD) 9.12 (1.15) 8.87 (1.29) 9.43 (1.04) 8.70 (0.96)
Median 9.20 9.00 9.25 8.70
Min - Max 5.0 - 11.5 5.4 - 11.4 7.1 - 11.4 6.5 - 9.9
n 237 118 40 21
Mean (SD) 13.38 (0.83) 13.27 (0.99) 13.75 (1.30) 13.47 (0.49)
Median 13.40 13.40 13.60 13.50
Min - Max 9.5 - 16.0 9.2 - 15.0 11.1 - 16.8 12.3 - 14.2
n 237 118 40 21
Mean (SD) 4.27 (1.32) 4.40 (1.06) 4.33 (1.58) 4.77 (0.94)
Median 4.20 4.40 4.05 4.60
Min - Max 0.3 - 8.0 1.4 - 6.6 1.2 - 8.7 3.4 - 7.2

p-value a
- -

<0.001 <0.001
95% CI 3.82 - 4.83 4.34 - 5.20

b

Estimate 4.33 4.27
- -SE 0.05 0.08

95% 4.22 - 4.44 4.12 - 4.42
Estimate 0.06

- -SE 0.10
95% -0.13 - 0.24
p-value 0.547

NS32-P3-01 NS32-P3-02 12 NS32-P3-03 8

a t
b ANCOVA

5.3.5.1-1 Table10, Table11 5.3.5.2-1 Table 10 5.3.5.2-2 Table 10

NS32-P3-02 1 500 mg 2

1 1000 mg 50 kg 1 kg 20

mg 1 1 500 mg

500 mg 12

4.27 1.18 g/dL 4.49

2.52 g/dL 2.5.4.3.1-2
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2.5.4.3.1-2 g/dL NS32-P3-02 FAS

(N=30) (N=10) (N=40)

n 30 10 40
Mean (SD) 9.41 (0.96) 9.46 (1.31) 9.43 (1.04)
Median 9.35 9.20 9.25
Min – Max 7.4 - 11.1 7.1 - 11.4 7.1 - 11.4

n 30 10 40
Mean (SD) 13.68 (1.24) 13.95 (1.53) 13.75 (1.30)
Median 13.55 13.60 13.60
Min – Max 11.1 - 16.8 12.1 - 16.2 11.1 - 16.8

n 30 10 40
Mean (SD) 4.27 (1.18) 4.49 (2.52) 4.33 (1.58)
Median 4.15 3.80 4.05
Min – Max 2.1 - 6.5 1.2 - 8.7 1.2 - 8.7

P a <0.001 <0.001 <0.001
95 %CI 3.83,  4.71 2.69,  6.29 3.82,  4.83

a t
5.3.5.2-1 Table 10

2.5.4.3.2

1

95%

12 NS32-P3-01 71.0 70.0, 71.0

72.0 71.0, 83.0 P=0.004 Wilcoxon

12 NS32-P3-02 72.0 71.0, 85.0

72.0 71.0, 85.0 84.5 22.0, 85.0 8 NS32-

P3-03 57.0 55.0, 57.0

2 2 g/dL

2 g/dL

NS32-P3-01 Week 2 50% Week 5

2 g/dL NS32-P3-01 97.5% 99.2%

NS32-P3-02 97.5% 100.0% 90.0% NS32-P3-03

100.0%

3 12 g/dL

NS32-P3-01 12 g/dL

Week 6 80%

NS32-P3-01 96.2% NS32-P3-02 95.0%

93.3% 100.0%
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5

Week 1 2 Week 4

2.5.4.3.2-2 2.5.4.3.2-2

NS32-P3-01 Week 3

NS32-P3-02 Week 5 NS32-P3-03 Week 8

25 250 ng/mL

2.5.4.3.2-2 ng/mL FAS
NS32-P3-01

NS32-P3-02 
(N=40) 

NS32-P3-03 
(N=21) NS-32

(N=237) (N=118)
n Mean (SD) n Mean (SD) n Mean (SD) n Mean (SD)

Baseline 237 3.56 (2.40) 118 3.11 (1.64) 40 8.83 (7.93) 21 16.98 (8.24)
Day 4 - - - - - - 21 595.87 (197.48)
Week 1 237 402.10 (207.99) 118 58.48 (29.05) 40 418.33 (183.05) 21 662.45 (236.74)
Week 2 235 369.33 (175.57) 118 97.81 (50.89) 38 517.13 (374.00) 21 621.29 (261.86)
Week 3 236 255.59 (128.64) 118 129.51 (63.32) 39 388.69 (220.81) - -
Week 4 236 182.02 (105.46) 118 131.57 (77.27) 39 287.39 (162.82) 21 353.07 (177.54)
Week 5 236 140.50 (82.67) 117 115.84 (76.23) 39 227.40 (141.13) - -
Week 6 236 121.40 (78.69) 117 98.74 (71.41) 38 195.20 (123.68) - -
Week 7 235 103.08 (71.46) 118 90.67 (63.57) 39 172.28 (119.00) - -
Week 8 234 86.31 (67.80) 117 110.35 (85.36) 40 148.41 (106.44) 21 252.27 (150.50)
Week 10 235 68.26 (60.18) 118 76.44 (59.26) 40 125.67 (96.21) - -
Week 12 234 52.33 (52.49) 118 54.42 (48.34) 40 117.50 (99.56) - -

5.3.5.1-1 Table 19 5.3.5.2-1 Table 19 5.3.5.2-2 Table 16

2.5.4.3.2-2 Mean±SD FAS NS32-P3-01
SFO

5.3.5.3-3 Figure 4_2
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2.5.4.4

2.5.4.4-1 2.7.3.3.3

2 g/dL 12 g/dL

IDA

NS32-P3-02 19 21

4.66 g/dL 4.02 g/dL 30 8)

14.8 g/dL 13.1 g/dL WHO

1 g/dL 13 g/dL

12 g/dL

NS32-P3-02 65 16 65 24

IDA NS32-P3-01

NS32-P3-02 NS32-P3-03

NS32-P3-03

10 g/dL

NSAIDs

IBD

IBD

IBD 19

14

eGFR NS32-P3-02 90 mL/

/1.73 m2 30 60 mL/ /1.73 m2
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2.5.4.4-1 g/dL
NS32-P3-01

NS32-P3-02 NS32-P3-03
NS-32

N LS Mean (SE) a N LS Mean (SE) a N Mean (SD) N Mean (SD)

- - - - 19 4.66 (1.84) - -
237 4.33 (0.05) 118 4.27 (0.08) 21 4.02 (1.28) 21 4.77 (0.94)

b

65 237 4.33 (0.05) 118 4.27 (0.08) 24 4.12 (1.58) 21 4.77 (0.94)
65 - - - - 16 4.63 (1.58) - -

c

<40 kg 3 5.40 (0.03) 0 - 3 4.90 (1.77) 0 -
40 <50 kg 52 4.13 (0.13) 25 4.19 (0.18) 9 3.98 (0.85) 6 4.53 (0.31)
50 <70 kg 164 4.36 (0.06) 82 4.32 (0.09) 23 4.27 (1.78) 14 4.97 (1.05)

70 kg 18 4.55 (0.24) 11 4.00 (0.32) 5 4.84 (1.73) 1 3.40 (-)
IDA

237 4.33 (0.05) 118 4.27 (0.08) - - - -
146 4.40 (0.08) 78 4.33 (0.10) - - - -
91 4.21 (0.07) 40 4.18 (0.11) - - - -
- - - - 40 4.33 (1.58) - -

d - - - - 19 3.65 (1.20) - -
d - - - - 11 5.15 (1.69) - -

- - - - 10 4.70 (1.69) - -
- - - - - - 21 4.77 (0.94)

<8 g/dL 35 6.01 (0.13) 31 5.28 (0.14) 3 6.00 (2.61) 4 6.15 (1.22)
8 <10 g/dL 141 4.42 (0.07) 57 4.48 (0.11) 24 4.63 (1.32) 17 4.45 (0.49)

10 g/dL 61 2.94 (0.10) 30 3.30 (0.14) 13 3.37 (1.33) - -
eGFR (mL/ /1.73 m2)

30 <60 - - - - 8 4.16 (1.60) - -
60 <90 - - - - 23 4.55 (1.73) - -

90 - - - - 9 3.89 (1.16) - -
NS32-P3-01 NS32-P3-02 12 NS32-P3-03 8

a ANCOVA
b NS32-P3-01 18 49 NS32-P3-02 18 NS32-P3-03 20

40
c NS32-P3-01 NS32-P3-02 NS32-P3-03
d NSAIDs

5.3.5.1-1 Table 11 14 5.3.5.2-1 Table 10 14 5.3.5.2-2 Table 10 12 5.3.5.3-3 Table 5_6_1, 5_7_1

2.5.4.5

2.5.4.5.1

III

40 kg 2.5.4.2.2

1226.4 1381.0 mg 2000 mg

92.8% 100%
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NS32-P3-01 12

NS32-P3-02 NS32-P3-03 NS32-

P3-01

NS32-P3-01

2000 mg

40 kg

2000 mg

50 kg 1000 mg

2.5.4.5.2

III 2.5.4.2.2

NS32-P3-01 1000 mg 50 kg

1 kg 20 mg

NS32-P3-02

IDA

50 kg 1 1000 mg 1

1 500 mg 2

50 kg 1 20 mg/kg 1

1 500 mg 2

2000 mg 50 kg 1000 mg
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2.5.4.6

IDA 12

IDA NS32-P3-01

4.33 g/dL 4.27 g/dL

 – 0.06 95% -0.13,

0.24 g/dL 95%  -0.5 g/dL

IDA

12

3.90 g/dL 4.05 g/dL

 –  -0.15 95% -0.35, 0.04 g/dL NS32-P3-01

95% 71.0 70.0, 71.0

72.0 71.0, 83.0

2 g/dL

2 g/dL

2 g/dL 97.5% 99.2%

Week 5 2 g/dL

2 g/dL

95% 17.0 16.0, 22.0 22.0 22.0, 

29.0

12.0 g/dL

12 g/dL 96.2%

90.7%

Week 6 80%

12 g/dL 95% 29.0 29.0, 30.0

36.0 36.0, 38.0
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2.5.5

III NS32-P3-01 NS32-P3-02 NS32-P3-03

I PK-IDA-01

PSUR

2.5.5.1

34)

500 ng/mL 500 1000 ng/mL

1000 ng/mL

500 ng/mL

2.5.5.2

/

NS32-P3-01 NS32-P3-02

2.0 mg/dL 500 ng/mL

250 ng/mL

NS32-P3-03

2.5.5.3

2.5.5.4

2.5.5.4.1

IDA III

1

IDA IDA
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NS32-P3-01 NS32-P3-02 NS32-P3-03

PK-IDA-01

TIBC

ESA

NS32-P3-01 NS32-P3-03

NS32-P3-02

50% 27 89 IDA NS32-P3-02

eGFR 30 60 mL/ /1.73 m2

2.5.5.4.2

III 40 kg

80% 1000 mg 1500 mg

2.5.5.4.2-1

NS32-P3-01 1226.4 341.9 mg 1103.1 291.0 mg NS32-P3-02

1253.3 346.6 mg NS32-P3-03 1381.0 269.5 mg

NS32-P3-01 1.65 0.49

9.72 2.54 NS32-P3-02 2.57 0.63

1.70 0.48 NS32-P3-03 2

4 17
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2.5.5.4.2 -1 III
NS32-P3-01 NS32-P3-02

NS32-P3-03 
NS-32

(mg)
n 237 119 30 10 40 21
Mean
(SD)

1226.4 
(341.9)

1103.1 
(291.0)

1237.7 
(350.2)

1300.0 
(349.6)

1253.3 
(346.6)

1381.0 
(269.5)

Median 1000.0 1000.0 1040.0 1250.0 1040.0 1500.0
Min., Max 33, 2000 80, 2000 680, 2000 1000, 2000 680, 2000 1000, 2000

n 237 119 30 10 40 21
Mean (SD) 1.65 (0.49) 9.72 (2.54) 2.57 (0.63) 1.70 (0.48) 2.35 (0.70) 2.00 (0.00)
Median 2.00 9.00 2.50 2.00 2.00 2.00
Min., Max. 1.0, 3.0 1.0, 17.0 2.0, 4.0 1.0, 2.0 1.0, 4.0 2.0, 2.0

a

n 223 97 30 9 39 21
Mean (SD) 6.25 (3.82) 47.53 (11.79) 6.83 (3.30) 6.44 (3.09) 6.74 (3.22) 8.52 (0.98)
Median 8.00 55.00 7.50 8.00 8.00 8.00
Min., Max 1.0, 24.0 15.0, 59.0 2.0, 15.0 1.0, 8.0 1.0, 15.0 7.0, 10.0
a 80%

5.3.5.1-1 Table 27 5.3.5.2-1 Table 24 5.3.5.2-2 Table 22 5.3.5.3-3 Table 1

NS32-P3-01 32.5%

83.2% NS32-P3-02 62.5%

PK-IDA-01 100 mg 500 mg 6

750 mg 6 1000 mg 5

1000 mg 1 197 mg

2.5.5.5

III 2.5.5.5-1 NS32-

P3-01 66.2% 157/237 90.8% 108/119 NS32-P3-02

60.0% 24/40 NS32-P3-03 85.7% 18/21 23.8% 5/21

NS32-P3-01 46.8% 111/237 87.4%

104/119 NS32-P3-02 30.0% 12/40 NS32-P3-03 33.3% 7/21

0.0% 0/21

NS32-P3-01 NS32-P3-02

NS32-P3-03 NS32-P3-01

6.3% 2.5%

1.7% 72.3%

PK-IDA-01 100 mg 16.7% 1/6 500 mg

750 mg 1000 mg 100% 6/6
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2.5.5.5-1 III
NS32-P3-01 NS32-P3-02 NS32-P3-03

NS-32 
(N=237) (N=119) (N=30) (N=10) (N=40) (N=21) (N=21)

157 (66.2) 108 (90.8) 18 (60.0) 6 (60.0) 24 (60.0) 18 (85.7) 5 (23.8)
111 (46.8) 104 (87.4) 9 (30.0) 3 (30.0) 12 (30.0) 7 (33.3) 0 ( 0.0)

a

144 (60.8) 103 (86.6) 13 (43.3) 6 (60.0) 19 ( 47.5) 18 (85.7) 4 (19.0)
12 ( 5.1) 5 ( 4.2) 4 (13.3) 0 (0.0) 4 ( 10.0) 0 ( 0.0) 1 ( 4.8)
1 ( 0.4) 0 ( 0.0) 1 (3.3) 0 (0.0) 1 ( 2.5) 0 ( 0.0) 0 ( 0.0)

0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

2 ( 0.8) 0 ( 0.0) 3 (10.0) 0 (0.0) 3 ( 7.5) 0 ( 0.0) 2 ( 9.5)
0 ( 0.0) 0 ( 0.0) 0 (0.0) 0 (0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

15 ( 6.3) 3 ( 2.5) 0 (0.0) 1 (10.0) 1 ( 2.5) 0 ( 0.0) 0 ( 0.0)

15 ( 6.3) 2 ( 1.7) 0 (0.0) 1 (10.0) 1 ( 2.5) 0 ( 0.0) 0 ( 0.0)

4 ( 1.7) 86 (72.3) 1 (3.3) 0 (0.0) 1 ( 2.5) 0 ( 0.0) 0 ( 0.0)

4 ( 1.7) 86 (72.3) 1 (3.3) 0 (0.0) 1 ( 2.5) 0 ( 0.0) 0 ( 0.0)
%

a

5.3.5.1-1 Table 29 5.3.5.2-1 Table 26 5.3.5.2-2 Table 23

2.5.5.5.1

III 5% 2.5.5.5.1-1

III NS32-P3-01

NS32-P3-02 5%

NS32-P3-01

NS32-P3-02 NS32-P3-03

NS32-P3-01 NS32-P3-02

NS32-P3-01 NS32-P3-03

PK-IDA-01 5%

75.0% 20.8% C- 12.5% 8.3%
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2.5.5.5.1-1 III
5%

MedDRA/J ver.22.0 
PT

NS32-P3-01
NS-32
(N=237)

NS32-P3-02

(N=40)

NS32-P3-03

(N=21)

NS32-P3-01
NS-32
(N=237)

NS32-P3-02

(N=40)

NS32-P3-03

(N=21)

% 157 (66.2) 24 ( 60.0) 18 (85.7) 111 (46.8) 12 ( 30.0) 7 (33.3)
34 (14.3) 7 ( 17.5) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
27 (11.4) 3 ( 7.5) 1 ( 4.8) 20 ( 8.4) 2 ( 5.0) 0 ( 0.0)
21 ( 8.9) 3 ( 7.5) 0 ( 0.0) 19 ( 8.0) 3 ( 7.5) 0 ( 0.0)
14 ( 5.9) 4 ( 10.0) 0 ( 0.0) 14 ( 5.9) 4 ( 10.0) 0 ( 0.0)
14 ( 5.9) 2 ( 5.0) 0 ( 0.0) 10 ( 4.2) 1 ( 2.5) 0 ( 0.0)
13 ( 5.5) 0 ( 0.0) 0 ( 0.0) 13 ( 5.5) 0 ( 0.0) 0 ( 0.0)
7 ( 3.0) 2 ( 5.0) 1 ( 4.8) 3 ( 1.3) 1 ( 2.5) 0 ( 0.0)
3 ( 1.3) 0 ( 0.0) 0 ( 0.0) 3 ( 1.3) 0 ( 0.0) 0 ( 0.0)
3 ( 1.3) 1 ( 2.5) 3 (14.3) 3 ( 1.3) 1 ( 2.5) 0 ( 0.0)
2 ( 0.8) 0 ( 0.0) 4 (19.0) 2 ( 0.8) 0 ( 0.0) 0 ( 0.0)
2 ( 0.8) 0 ( 0.0) 3 (14.3) 2 ( 0.8) 0 ( 0.0) 3 (14.3)
2 ( 0.8) 2 ( 5.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
0 ( 0.0) 0 ( 0.0) 4 (19.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
0 ( 0.0) 0 ( 0.0) 3 (14.3) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
0 ( 0.0) 0 ( 0.0) 2 ( 9.5) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)
0 ( 0.0) 2 ( 5.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0) 0 ( 0.0)

5.3.5.1-1 Table 30 5.3.5.2-1 Table 27 5.3.5.2-2 Table 24

2.5.5.5.2

NS32-P3-01 5% 2.5.5.5.2-1

5% 11.4% 2.5%

8.9% 0.8% 5%

5.9% 55.5% 1.3% 25.2%

7.2%

80.7%

2.5.5.5.2-1 NS32-P3-01 5%

MedDRA/J ver.22.0 
PT NS-32

N=237 N=119
NS-32
N=237 N=119

% 157 (66.2) 108 (90.8) 111 (46.8) 104 (87.4)
34 (14.3) 18 (15.1) 0 (0.0) 0 (0.0)
27 (11.4) 3 (2.5) 20 (8.4) 2 (1.7)
21 (8.9) 1 (0.8) 19 (8.0) 0 (0.0)
14 (5.9) 66 (55.5) 14 (5.9) 66 (55.5)
14 (5.9) 6 (5.0) 10 (4.2) 4 (3.4)
13 (5.5) 1 (0.8) 13 (5.5) 1 (0.8)

3 (1.3) 30 (25.2) 3 (1.3) 30 (25.2)

5.3.5.1-1 Table 30
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2.5.5.6

2.5.5.6.1

NS32-P3-01

1 NS32-P3-02

1 NS32-P3-03 2

NS32-P3-01

NS32-P3-02 PK-IDA-01

2.5.5.6.2

NS32-P3-01 6.3%

2.5%

1.7%

72.3%

2

2.5.5.6.3 /

/

SMQ

1 NS32-P3-01

2.7.4.2.1.6

2.5.5.7

2.5.5.7.1

NS32-P3-01 NS32-P3-03

NS32-P3-01

Week 3 6 NS32-P3-02 Week 2 2.5 mg/dL

2.0 mg/dL Grade 3 NS32-P3-

01 8.4% 20/237 83.9% 99/118 NS32-P3-02 35.0%

14/40 NS32-P3-03 1.0 mg/dL

Grade 4 1.7% 2/118 2.7.4.3.2.1

2.5.5.7.2

NS32-P3-

01 Week 3 NS32-P3-02 Week 5 NS32-P3-03 Week 8
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25 250 ng/mL

500 ng/mL NS32-P3-01

27.0% 64/237 0.8% 1/118 NS32-P3-02 57.5%

23/40 NS32-P3-03 90.5% 19/21

Week 4 Week 8

500 ng/mL NS32-P3-01 2.1% 0.0%

0.0% 0.9% NS32-P3-02 17.9% 0.0% NS32-P3-03 14.3%

9.5% 2.7.4.3.2.2

2.5.5.7.3

ALT AST -GTP

ALT AST Grade 3

-GTP Grade 3 NS32-P3-01

2 0.8% 1 0.8% NS32-P3-02 1 2.5%

NS32-P3-03 2.7.4.3.2.3

2.5.5.8

IDA

2.7.4.5

NS32-P3-02 42.1% 8/19 76.2% 16/21

28.6%

5.3% 14.3% 0% 14.3% 0%

NS32-P3-02 65 43.8% 7/16 65

70.8% 17/24 65 65 2

12.5% 2/16

NS32-P3-01

NS32-

P3-02

IDA

IBD
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2.5.5.9

2.5.5.9.1

PK-IDA-01 100 mg 500 mg 750 mg 1000 mg

2 750 mg

2 1000 mg C- 2

III <1000 mg 1000 <1500 mg

1500 <2000 mg 2000 mg

2.5.5.9.2

NS32-P3-02

5%

5%

2.5.5.9.3

1.65 2.00 6.25 8.52

2.57 6.83 4

9.72 47.53 17

1 2

4 1 1

2 2 8

2.5.5.10

2 4

1 2 2

2.5.5.11
35)

/
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30

  

2.5.5.12

2.5.5.12.1

2000 mg 1 1000 mg

2.5.5.12.2

2.5.5.13

2009 11 2021 1 40

2020 1

500 mg 4,150,647 / 4197

ICSR 4013 1649

100 495 293

207 198 182 176 160

143 133 131 121 121 111

103 102

2019 ICSR MedDRA PT 65 SMQ

85 SMQ 80

Ring & Messmer 36) Grade II

37) adjudication committee

0.3%
38)

0.6% 1.6%

1.5%
18) IDA 2

123 122 <2.0 mg/dL 7.9%

8.1% 75.0% 73.7%

P<0.001 Day 35

40%
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41) 1.0 mg/dL

11.3%
17)

3
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2.5.6

2.5.6.1

2.5.6.1.1

IDA 2.5.1.2

2.5.6.1.2

IDA 2.5.1.3

IDA

IDA

III 84%

1

120 mg

1 1000 mg

2000 mg 50 kg 1000 mg

III 2.5.4.2.2

2.7.3.4

2.5.6.1.2-1 III

50 kg Ganzoni

2020 2 50 kg 2.5.6.1.2-2

FDA

20 mg/kg 1000 mg

50 kg 20 mg/kg 39,40) 1 1000 mg

1000 mg 50 kg 20 mg/kg
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2.5.6.1.2-1
2020 2 2020 1

40 kg 1.
2. Ganzoni
3.

50 kg 1000 mg
50 kg

Ganzoni

1.
50 kg 1000 mg
50 kg 20 mg/kg 

1000 mg
20 mg/kg a 500 mg 20 mg/kg 500 mg

1000 mg
20 mg/kg a

1 / 2 / 1 / 3 /

a 50 kg

2.5.6.1.2-2 2020 2

g/dL 50 kg 50 70 kg 70 kg

10 500 mg 1000 mg 1500 mg
10 500 mg 1500 mg 2000 mg

2.5.6.2

NS32-P3-01

III 3

4.27 4.77 g/dL

eGFR

NS32-P3-02

Week 5

12 8 12 g/dL

2 g/dL

12 g/dL

2 g/dL 12 g/dL

III 3 92.8% 100.0%

43.2% NS32-P3-01 1226.4 mg

1103.1 mg NS32-P3-01 1.65

9.72 NS32-P3-02 2.57

1.70 NS32-P3-03 2
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2.0 mg/dL NS32-P3-01 8.4% 20/237

83.9% 99/118 NS32-P3-02 35.0% 14/40 NS32-P3-03

0.0% 0/21 NS32-P3-01

7.2% 17/237 80.7% 96/119 NS32-P3-02 10.0% 4/40

NS32-P3-03 NS32-P3-01

2.5.6.3

III

1

38)

2.5.6.4

2 g/dL 12 g/dL

12

1 1 1000 mg 50 kg 1 kg 20 mg

1

1000 mg 1

500 mg 1 120 mg
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2.0 mg/dL

18)
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