
 



 

 

 
 

8 7 14  
 

 
 

 
 

 
 

225 mg 
 

 
    7 9 8  
    1 256.3 mg  

3  
R8 798 8 5 18

0518 5  
     

 
 

BCG

 

 
 

 
BCG  

 
 

1 225 mg 3 6
3 8 18 12 6  

 
 



 

 

 
1  

 
8 6 1  

 

 
 

 
  225 mg 
   
   
  7 9 8  
 1 256.3 mg  

 
  

BCG  
 

 
1 225 mg 3
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3

2.1.1

2 Form 
Form 

IR MS NMR 1H- 13C- UV

2.1.2

2.1.3
IR HPLC pH

HPLC GC HPLC
HPLC

2.1.4
1

1

3
25 60%RH 60

40 75%RH 6

60

2.2

2.2.1
2.2.1.1

1 21.36 mg 18.76 mg
6000

2.2.1.2

2



4

CQA
CPP

2
CQA

2.2.1.3

2.2.1.4
3

3

6
30 75%RH 12

40 75%RH 6

12

2.2.2
2.2.2.1

1 21.60 mg
600K 1

2.2.2.2

4
CQA

CPP



5

4
CQA

2.2.2.3

2.2.2.4
5

5

3

3

30 75%RH  12

40 75%RH 6

12

2.2.3
2.2.3.1

1 256.3 mg 225 mg
12

2.2.3.2

6
CQA

CPP



6

6
CQA

in vitro

2.2.3.3
UHPLC/UV UHPLC

UHPLC in vitro
UHPLC

2.2.3.4
7

7

3

30 75%RH 36

40 75%RH 6

24
36

2.2.3.5 MR
MR MRI

2.R



 

7 

2.R.1  
600K

K30 6000
 

 
2.R.1.1  

600K

K30 6000
 

 
2.R.1.2  

600K K30 6000
 

 
3.  

 
 
3.1  
3.1.1  
3.1.1.1 in vivo CTD 4.2.1.1.2 4.2.1.1.5 4.2.1.1.6  

T24
1 6 6

0 0 90 180 350 μg/mL
0.3 mL/h 5 2 5

90 180 350 μg/mL
8  

 

8 T24  
 

μg/mL  mg *1 106 mm2 *1 
 781 127 2.40 2.20 

90 591 99.8  1.40 0.87*2 
180 491 61.9  0.81 0.59*3 
350 433 106  0.76 0.43*3 

n 6 *1 5 *2
p 0.05 Dunnett t *3 p 0.001 Dunnett t  

 
NBT-

10

 
1  MIBC  
2   



 

8 

3 0 0
12 45 90 μg/mL 0.3 mL/h 5

19 TGI3

9  
 

9 NBT-  
 

 μg/mL  n mm3 *1 TGI % *1 

 
 6 369 50.1  

45 10 169 36.0 64.0*2 
90 10 131 30.6 76.0*2 

 
 8 386 40.7  

45 10 382 42.4 1.09 
90 10 375 40.6 2.89 

*1 19 TGI *2
p 0.001 Dunnett t  

 
3.2  
3.2.1  

7 3
5.1

 
 
3.2.2  
3.2.2.1  

7
5.1 53%  

b BLC2001 2 4

 
 

3
5.1  

 
3.R  

 
3.R.1  

 

 
3  TGI % { } 100 



 

9 

DNA
J Interferon Cytokine Res 2005; 25: 165-8  

T24
3.1.1.1 NMIBC

 

Anticancer Res 2007; 27: 1179-83
Urology 2009; 74: 1078-83  

 
 

 
MIBC

NMIBC
NMIBC

 
 
4.  

PK  
dFdU LC-MS/MS

0.500 100 ng/mL4

0.7 ng Eq./mL
2.525 μg Eq./g  

 
4.1  
4.1.1  

2 14C 820 μg
dFdU 10  

 

10 dFdU  
 
 n  

ng/mL  n dFdU  
ng/mL  

49 2 1.50 3.97 4 12.3 
52 3 1.59 4 16.8 
54 2 0.698 0.724 4 15.2 
72 2 0.693 1.14 4 6.70 

n 2  

 

 
4  4.1.1 0.500 ng/mL 4.1.2 100 ng/mL  



 

10 

28 dFdU 11  
 

11 dFdU PK 28  

 Cmax 
μg/mL  

tmax* 
day  

AUC1-28d 
μg h/mL  

 60.3 18.4 3 2, 4   5,649 1,066 
dFdU 24.3 14.4 5 2, 7  1,995 798 

n 5 *  

 
4.1.2  

3 5 dFdU
12 dFdU  

 

12 dFdU 3  
 

 n  
μg/mL  n dFdU  

μg/mL  
2 8 8 8.58 4.96 8 1.86 1.25 

44 50 8 4.78 3.09 8 1.45 1.04 
85 90 3 7.30 0.76 3 0.75 0.11 

 

 
4.2  

14C 7.66 μCi/g 6 24

11.9 3.43 1.54 0.25 μg Eq./g
6 24 0.0103 0.0066  

 
4.3  

2 14C 820 μg
dFdU 97%

dFdU  
 
4.4  

2 14C 820 μg 168
dFdU 71 5% 21

GRC 95.1% 2 14C 820 
μg 120

89.3 1.23%  
dFdU

 
 
4.R  

dFdU  

 
5  3 4 1 1  



 

11 

 
5.  

 
 
5.1  

7 3 3

225 mg  
 

13  

  
 

 
 

 
mg    

mg  

 
 

CTD 

 

*1  

7  
 

 
14  

0*3 225 

225

 
0

 
 

 

*5 4.2.3.2.2 

 

*1  

3
*2 

 
1

 

0*3 225 

225
*4

 
0

 
 

 

225 4.2.3.2.4 

*1  
*2 3 4 1 1  
*3  
*4

 
*5  

 
5.2  

6

 
 b BLC2001

0.100 μg/mL dFdU
14C
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CTD4.2.2.3.1 4.2.2.4.1

6 0.100 μg/mL
2,500 mL ICH M7

1 12 1 20 μg

6 7

3 7

5.3
3

5.1

5.4
ICH Q3B

JNJ-74666423-AAA
JNJ-74666423-AAA dFdU

dFdU ICH Q3B

5.R

5.R.1

5.2
BCG CIS NMIBC

6

7 5 2 16 0216
1 0216 1 800 1,250 mg/m2

15 44 200 mg 1 g



 

13 

 
 
6.  
6.1  

PK  
dFdU LC-MS/MS

0.100 μg/mL  
 
6.2  
6.2.1  
6.2.1.1 b CTD 5.3.5.2.1-1 BLC2001 1 2 2021 3

2024 9 4  
BCG CIS

NMIBC 1 2 53 85 PK 22 27
dFdU PK

 
1 24 Q3W 99 Q12W 3

cetrelimab 360 mg 78 Q3W  
2 24 Q3W 99 Q12W 3  

 
dFdU PK 14

dFdU 115
5 8  
 

14 dFdU PK  

 
*1 

   Cmax 
μg/mL  

tmax*2 

day  

Ae0-168h*3 

%  

 
0 

1 18 17.4 10.3 3.0 1.0, 7.0  33.7 21.0*4 
2 21 12.8 6.52 3.0 1.0, 7.0  39.4 26.5*5 

3 6 9*6 
1 15 21.0 11.1 4.0 2.0, 7.0  43.5 23.4*7 
2 21 11.4 7.96 2.0 1.0, 7.0  32.5 23.6*8 

dFdU 
0 

1 18 10.3 11.0 3.5 1.0, 6.0  18.6 14.8*9 
2 21 10.6 9.26 4.0 2.0, 7.0  26.9 23.2*5 

3 6 9*6 
1 15 8.15 8.85 3.0 1.0, 7.0  18.8 19.8*7 
2 20 16.7 15.0 3.5 1.0, 7.0  36.6 21.4*8 

*1 0 168 *2 *3
*4 13 *5 18 *6 3 6 9 *7 14 *8

17 *9 11  

 

 
8  dFdU 1 0.186 0.397 μg/mL 2 0.128 0.243 μg/mL  



 

14 

6.2.2  
6.2.2.1 b CTD 5.3.3.2.1 TAR-200-101 Arm 1 2016 5 2019 5  

MIBC 11 PK 11 dFdU PK
1 21 1

14 2  
dFdU PK 15

dFdU 110
23 9  
 

15 dFdU PK  

 *1  Cmax 
μg/mL  

tmax*2 

day  

 
1 10 18.7 15.1 3 3, 7  
2 10 15.6 6.39 3 3, 7  

dFdU 
1 10 6.91 8.35 3 3, 7  
2 10 5.04 4.59 3 3, 7  

*1 3 7 *2
 

 
6.2.3  

GRC
 

 PPK 10 CrCL 90 mL/min 33
CrCL 60 mL/min 90 mL/min 43

CrCL 30 mL/min 60 mL/min 21 7 GRC
1.09 1.18  

 
6.2.4 PK  

dFdU PK
 

 BLC2001 3
dFdU PK 16  

 PPK 10 93 4 7 GRC
1.02  

 

 
9  dFdU 0.104 0.332 μg/mL  
10  b BLC2001 1 2 4 GRC PK 97 416

PPK NONMEM version 7.4
GRC PK 1 GRC  
GRC mg-Eq mg dFdU mg 263.20/264.18  



 

15 

16 dFdU PK  

 
*1 

   Cmax 
μg/mL  

tmax*2 
day  

Ae0-168h*3 
mg  

 
0 

 4 20.1 6.98 3 2, 4  103 80.9*4 
 35 14.3 8.72 3 1, 7  81.2 52.4*5 

3 6 9*6 
 3 12.9 13.1 2 1, 3  78.9 68.9 
 32 15.6 10.3 3 1, 7  84.9 53.1*5 

dFdU 
0 

 4 13.2 14.6 3 2, 4  59.6 62.1*4 
 35 10.2 9.52 4 1, 7  53.0 45.9*7 

3 6 9*6 
 3 8.75 9.31 2 1, 4  57.4 65.3 
 31 13.4 13.6 3 1, 7  65.2 49.8*5 

*1 0 168 *2 , *3 *4 3
*5 28 *6 3 6 9 *7 26  

 
6.R  

dFdU
 

 
7.  

17  

17  

 
 

 
 

 
jRCT     

  
 
 
 

  
BLC2001  

jRCT2071200086  b 
BCG
NMIBC *1 

2  
85 

4*2

 
52 

3
6

Q3W 18
Q12W  

 
 

  

TAR-100-101  
NCT01051336    

10 
7 
3 

13
 

13

 

 
 

TAR-200-101  
NCT02722538  b 

T2a-3bN0-
1M0

MIBC
*3 

23 
Arm 1  

11 
Arm 2  

12 

Q3W 2 1
 

 
 

TAR-200-102  
NCT02720367  b NMIBC  

12 
Arm 1  

11 
Arm 2  

1 

Arm 1  
Q3W 2 1

 
Arm 2  

Q3W 2 3
 

 
 

TAR-200-103  
NCT03404791  b 

MIBC  

35 

3
Q3W 4
Q12W 3

 

 
 

*1 2 CIS 4 *2
*3 Arm 1 Arm 2 TURBT  
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7.3

7.1
7.1.1
7.1.1.1 b CTD 5.3.5.2.1-1 CTD 5.3.5.2.1-2 BLC2001 2

4 2021 3 2024 9 4 2025 3 31
11 BCG 12 NMIBC

13 2 80 14 4 50
15 142

2 CIS15 4

3 6 Q3W 18 Q12W
24

2020 9 25 1 cetrelimab
2 3 cetrelimab

1 1 100
2 50 3 50 16 20

3 2023 2 22
2 3

20 4 2023 6 12
1 3 2 80

4

11 2 3/85 3.5% 82/85
96.5% 2 1

12 BCG 6 5 BCG 3
2 BCG 6 2 BCG

12 NMIBC BCG
13 high-grade pTa AJCC 8 pTis AJCC 8 pT1 AJCC

8 NMIBC CIS

14 BCG CIS NMIBC
valrubicin 6 CR 18% J Urol 2000; 

163: 761-7 CR 20% 80 CR 40% 0.05
95%

15 pTis AJCC 8
16 BLC3002 BCG NMIBC cetrelimab

BCG



 

17 

137 2 85 4 52 FAS
2 4

2 1 4
2 17 CR18

6 CR
2024 9 4 18

 

18 CR  
FAS 2 2024 9 4  

 
%  

85  
CR 71 83.5  

non-CR*1 14 16.5  
CR 95%CI*2 %  83.5 73.9, 90.7  

*1 CR NE *2 Clopper-Pearson  

 
2025 3 31 100

2 2/85 1
4 1/52 1

 
 
7.2  
7.2.1  
7.2.1.1 CTD 5.3.3.1.1 TAR-100-101 2009 10 11  

7
 

 
7.2.1.2 b CTD 5.3.3.2.1 TAR-200-101 2016 5 2019 5  

1 Q3W 2  
Arm 1 Arm 2

14  
 
7.2.1.3 b CTD 5.3.3.2.2 TAR-200-102 2016 7 2020 3  

Arm 1 1 Q3W 2 Arm 2
3 Q3W 2  

Arm 1 4 Arm 2 5
 

 
17  

 
18  

low-grade NMIBC CR
CR FDA BCG-unresponsive nonmuscle invasive bladder cancer: developing 

drugs and biologics for treatment: guidance for industry. 2018 CR  



 

18 

 
7.2.1.4 b CTD 5.3.3.2.3 TAR-200-103 2017 12 2022 9  

3 Q3W 4 Q12W 3
 

30 3 1

 
 
7.R  
7.R.1  

BCG CIS
NMIBC BLC2001 2

BLC2001 2 4
19 9 28

0928010
3 12 10

30 6 12
0612 1 BLC2001 2  

 
7.R.2  

BCG CIS NMIBC  
 
7.R.2.1  

BLC2001 2
 

BLC2001 2 2019 BCG
CIS NMIBC FDA

19

BLC2001 2
 

BCG CIS NMIBC
CR BCG CIS NMIBC

BLC2001
2 CR18 CR

 
19  BCG-unresponsive nonmuscle invasive bladder cancer: developing drugs and biologics for treatment: guidance for industry. 2018 



 

19 

CR
 

 
BLC2001 2 CR 95%CI
% 83.5 73.9, 90.7 7.1.1.1  

3 2023 2 22 2
4 2023 6 12 2 50 80

7.1.1.1 19
CR

 
 

19  
FAS 2 2024 9 4  

 

 

2023 2 21  2023 2 22  
2023 6 11  2023 6 12  

22  11  52  
CR 16 72.7  10 90.9  45 86.5  

non-CR*1  6 27.3  1 9.1   7 13.5  
CR 95%CI*2 %  72.7 49.8, 89.3  90.9 58.7, 99.8  86.5 74.2, 94.4  

*1 CR NE *2 Clopper-Pearson  

 
CR 1 20

21 2025 3 31 20  
 

20 CR  
FAS 2 2025 3 31  

 %  
85  

CR 70 82.4  
non-CR*1 15 17.6  

CR 95%CI*2 %  82.4 72.6, 89.8  
*1 CR NE *2 Clopper-Pearson  

 
BLC2001 2

CR 22 2025 3 31 95%CI
25.79 8.34, CR swimmer plot 1  

 
20  43 CR 68 CR

high-grade
non-CR  

21  CR CR 12
FDA CR CR 12

2025 3 31  
22  CR CR

 



20

1 CR swimmer plot
FAS 2 2025 3 31

2025 3 31
41/85 48.2%

NMIBC 30 T2-T4aN0M0 5 T4aN1M0 1 23 TisN2M1a
1 24

BLC2001 2
2025 3 31 18/85

21.2% Kaplan-Meier
95%CI 33.28, 

CR 12 non-CR 6
BLC2001 2 2 2025 3

31 CR CR 14.1 19.1

BLC2001 2
BCG CIS

NMIBC
BCG CIS NMIBC 12 CR

IBCG 30% J Clin Oncol 2016; 34: 1935-44 BCG
NMIBC

CIS 12 CR 95%CI % 25 17, 33
Soc Int Urol J 2022; 3: 333-9 BLC2001 2 2025 3 31

23 7 85 CR 383 T2N1M0
427 T4aNxMx

24 8 85 CR TURBT 173 TisN0M0
215 TisN2M1a



 

21 

12 CR 95%CI % 45.9 35.0, 57.0
 

 BCG NMIBC CIS
24 30% Eur Urol Focus 2025; 11: 448-

55 BLC2001 2 2025 3 31
24 95%CI % 24.5 15.9, 36.6  

 
 

BLC2001
BLC2001 2

BCG CIS
NMIBC  

 20 10 16
200 mg 1 g  

 
3.1.1.1 4.2  

 BLC2001 2
BCG CIS NMIBC

 
 BLC2001 2 CR 12

CR  
 BLC2001 2

 
 BLC2001 2 2 CR

CR  
 6.2.4  
 CIS NMIBC  

 
7.R.3  

BCG CIS NMIBC
 

 
 



 

22 

7.R.3.1  
BLC2001 2 4

 
BLC2001 2 4 21  

 

21
BLC2001 2 4 2025 3 31  

 
%  

2 
85  

4 
52  

 83 97.6  46 88.5  
Grade 3  37 43.5  13 25.0  

 2 2.4  1 1.9  
 22 25.9   9 17.3  

 7 8.2   7 13.5  
 35 41.2  20 38.5  

 
BLC2001 2 4 22

2% 5% Grade 3
 

 



 

23 

22
BLC2001 2 4 2025 3 31  

PT 
MedDRA ver.27.0  

%  
2 4 

85  52  
   

 41 48.2  20 38.5  
 36 42.4  22 42.3  
 32 37.6  21 40.4  
 25 29.4  16 30.8  

 20 23.5  10 19.2  
 11 12.9  3 5.8  

 10 11.8  4 7.7  
 10 11.8  4 7.7  

  9 10.6  5 9.6  
  9 10.6  2 3.8  

 5 5.9   7 13.5  
   

 1 1.2  2 3.8  
   

 3 3.5  0 
 1 1.2  2 3.8  

 0 4 7.7  
 0 2 3.8  
 0 2 3.8  

   
 10 11.8   8 15.4  

 6 7.1  2 3.8  
 5 5.9  3 5.8  
 5 5.9  4 7.7  

 4 4.7  3 5.8  
 3 3.5  5 9.6  

 2 2.4  3 5.8  
 1 1.2  3 5.8  

* 10%
5% 2%

 

 
BLC2001 2 4

 
BLC2001 2 4 23

 
 

23  
BLC2001 2 4 2025 3 31  

 
%  

 
3  

 
134  

 3 100  126 94.0  
Grade 3  1 33.3   49 36.6  

 0  3 2.2  
 1 33.3   30 22.4  

 0  14 10.4  
 2 66.2   53 39.6  

 
 



 

24 

BLC2001 2 4

 
BLC2001 2 4

 
 

 
 25

 
 

BLC2001 2 4

26  
 
7.R.3.2  

27 28

 
BLC2001 2 4 24 25

BLC2001 2 4
43.5 1 435 58.5 3 337  

 

 
25  1

Grade 4
 

26  
ARDS

200 mg 1 g  
27  MedDRA HLT NEC MedDRA PT

MedDRA PT
MedDRA PT  

28  MedDRA SOC MedDRA HLT NEC
MedDRA PT

 



25

24 3%
BLC2001 2 4 2025 3 31

PT
MedDRA ver.27.0

%
2

85
4

52
Grade Grade 3 Grade Grade 3

38 44.7 6 7.1 22 42.3 2 3.8
32 37.6 1 1.2 21 40.4 2 3.8

5 5.9 1 1.2 3 5.8 0
3 3.5 0 0 0
1 1.2 0 2 3.8 0

25
BLC2001 2 4 2025 3 31

PT
MedDRA ver.27.0

%
2

85
4

52
0 0

6 7.1 2 3.8
1 1.2 2 3.8

0 2 3.8
0 2 3.8

14 16.5 9 17.3
10 11.8 8 15.4

* 3%

BLC2001 2 4
26

BLC2001 2 4
27

26

BLC2001 2 4
PT

MedDRA ver.27.0 Grade

7 3 461 9
4 3 3 26
7 2 92 22
7 3 103 24
7 3 72 7



26

27 1

MedDRA PT 2 Grade

BLC2001 1 8 3 249 15

BLC2001 1 8

3 63 5
3 63 5
3 72 6
3 156 8

TAR-200-103 9 2 188 8

TAR-200-103 8
3 48 11
3 71 7

TAR-200-104 7 3 24 7
*1 BLC2001 TAR-200-103 TAR-200-104

*2 BLC2001 ver.27.0 TAR-200-103 ver.24.1 TAR-200-104
ver.20.1

BLC2001 2 4 27
28 BLC2001 2 4

192.5 18 504 135.0
32 341

27 3%
BLC2001 2 4 2025 3 31

PT
MedDRA ver.27.0

%
2

85
4

52
Grade Grade 3 Grade Grade 3

24 28.2 3 3.5 10 19.2 1 1.9
COVID-19 8 9.4 0 1 1.9 0

4 4.7 0 0 0
1 1.2 0 2 3.8 0

28
BLC2001 2 4 2025 3 31

PT
MedDRA ver.27.0

%
2

85
4

52
1 1.2 0
3 3.5 1 1.9
1 1.2 0
3 3.5 0

* 3%

BLC2001 2 4
29



27

29 1

MedDRA PT 2 Grade

BLC2001 1 8 3 151 5
BLC2001 4 7 3 32 12
TAR-200-104 7 3 24 7
*1 BLC2001 TAR-200-104

*2 BLC2001 ver.27.0 TAR-200-104 ver.20.1

BLC2001

BLC2001
HIV HBV HCV

1
1 2 79 92.9% 4 47

90.4% 2 4 755 389
616 81.6% 317 81.5% 2 4

735 378 570 77.6% 293 77.5%

BLC2001 2 4

2 29 30 1 31

7.R.3.3
32

BLC2001 2 4 30 31
BLC2001 2 4

9.0 1 337 11.0 1 429

29 8 146 Escherichia. coli 148
500 mg 151 Escherichia.
coli Grade 3

30 7 32 Klebsiella pneumonia
Grade 3

31 7 24
Escherichia. coli Grade 3

32 MedDRA HLT MedDRA PT
MedDRA PT



 

28 

 

30 3%  
BLC2001 2 4 2025 3 31  

PT 
MedDRA ver.27.0  

%  
2 

85  
4 

52  
Grade Grade 3  Grade Grade 3  

 63 74.1  2 2.4  35 67.3  1 1.9  
 41 48.2  0 20 38.5  0 

 36 42.4  0 22 42.3  0 
 25 29.4  0 16 30.8  0 
 10 11.8  0 4 7.7  0 

 8 9.4  0 4 7.7  1 1.9  
 5 5.9  1 1.2  2 3.8  0 

 3 3.5  0 2 3.8  0 

 
31  

BLC2001 2 4 2025 3 31  

PT 
MedDRA ver.27.0  

%  
2 

85  
4 

52  
 0 0 

 0 0 
 1 1.2  4 7.7  

 1 1.2  2 3.8  
 0 2 3.8  
 0 4 7.7  

 12 14.1   8 15.4  
 5 5.9  4 7.7  

 4 4.7  3 5.8  
 3 3.5  5 9.6  

* 3%  

 
 

BLC2001 2 4

 
 
7.R.3.4  

33  
BLC2001 2 4 32 33

BLC2001 2 4
132.5 2 591 113.0 1 250 BLC2001

2 4
 

 

 
33  MedDRA SMQ  



 

29 

32 3%  
BLC2001 2 4 2025 3 31  

PT 
MedDRA ver.27.0  

%  
2 

85  
4 

52  
Grade Grade 3  Grade Grade 3  

 24 28.2  2 2.4  11 21.2  2 3.8  
 20 23.5  0 10 19.2  0 

 
33  

BLC2001 2 4 2025 3 31  

PT 
MedDRA ver.27.0  

%  
2 

85  
4 

52  
 0 0 

 2 2.4  1 1.9  
 0 0 
 6 7.1  3 5.8  

 5 5.9  3 5.8  
* 3%  

 
 

BLC2001 2 4

 
 
7.R.3.5  

34 35 36 37 38

39 40 ARDS 41 42 43

44 45 46

 
BLC2001 2 4 34

 

 
34  MedDRA SMQ  
35  MedDRA SMQ  
36  MedDRA SMQ  
37  MedDRA SMQ  
38  MedDRA HLGT  
39  MedDRA HLT  
40  MedDRA SMQ  
41  MedDRA PT  
42  MedDRA HLGT MedDRA HLT

7.R.3.2  
43  MedDRA PT  
44  MedDRA SMQ  
45  MedDRA SMQ

 
46  MedDRA PT  
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34
BLC2001 2 4 2025 3 31

PT
MedDRA ver.27.0

%
2

85
4

52
Grade Grade 3 Grade Grade 3

1 1.2 1 1.2 1 1.9 0
1 1.2 1 1.2 0 0

0 0 1 1.9 0
6 7.1 1 1.2 5 9.6 1 1.9
2 2.4 0 0 0
2 2.4 0 1 1.9 0
1 1.2 0 0 0
1 1.2 1 1.2 1 1.9 1 1.9

0 0 1 1.9 0
0 0 1 1.9 0
0 0 1 1.9 0
0 0 1 1.9 0
0 0 2 3.8 1 1.9
0 0 1 1.9 0
0 0 1 1.9 1 1.9

7 8.2 2 2.4 3 5.8 1 1.9
4 4.7 0 0 0
1 1.2 0 0 0
1 1.2 0 0 0
1 1.2 1 1.2 1 1.9 0
1 1.2 1 1.2 1 1.9 1 1.9

CrCL 0 0 1 1.9 0
0 0 1 1.9 1 1.9

1 1.2 0 0 0
ALT 1 1.2 0 0 0
AST 1 1.2 0 0 0

1 1.2 0 0 0

1

2 1
1

1
1

BLC2001 2 4 1 47

6.2

47 7 460 Grade 3
Grade 3
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7.R.4  

 
 

  
BCG

 

 BCG
 

 
7.R.2 7.R.3

 
 

  

BCG

 

 

 
 BCG

 
 

 

 
7.R.4.1  

48 BCG CIS NMIBC
 

 
 NCCN v.3.2025  

 BCG CIS NMIBC
Category 2A49  

 
 

BCG CIS
NMIBC BLC2001 2 7.R.2

7.R.3
 

BCG BCG 50

BMC Cancer 2021; 21: 266 NMIBC
2019

BCG BCG 12 CIS BCG

 
48  NCCN v.3.2025 NCI-PDQ 2025 5 2 EAU 2025 3

2019  
49  NCCN

 
50  BCG 6 5 BCG 3

2 BCG 6 2  
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BCG
 

BCG CIS NMIBC
BCG BCG 12 CIS
BCG CIS

NMIBC BLC2001 2

 
 BCG NMIBC

BCG
6 NMIBC BCG

J Urol 
2013; 190: 1686-91  

 BCG 12 CIS
BCG

NMIBC
NMIBC

Urol Oncol 2025; 43: 520.e19-28  
 

BLC2001 2
CIS

 
BCG BCG

 
 BCG

 
 

 
 

 
BLC2001 2

BCG CIS NMIBC
 

BCG

BCG
BCG
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BCG CIS BCG
BCG

BCG BCG 12 CIS
2019 BCG

BCG
BCG

 
BCG CIS NMIBC 2019

 
BLC2001 2

BCG BCG CIS
BLC2001 2

 
BCG

 
 

 
 BCG

 
  

 
7.R.5  

 
 

  
1

225 mg 3
 

 6 3 8 12 3
18 6

 
 

 
  
 

 
 

1,500 mL
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7.R.2 7.R.3

 
 

  
1

225 mg 3
6 3

8 18
12 6

 

  
  
 

 
 7.R.5.2  

 
7.R.5.1  

 
BLC2001 2  

 80% 3 10 
μg/mL 1 225 mg  

 TAR-200-101 1
70%

1 3  
 TAR-200-103 Q3W Q12W 3

7.2.2.4  
 TAR-200-103 Q3W

BCG 7.R.4.1
8 8 NMIBC

Eur Urol 2020: 78; 690-8 BCG
Q12W BCG

BCG 2 3
30% 16% Oncology NEWS International 1997; 6 J Urol 

2000; 163: 1124-9 6 2
 

 
BLC2001 2

BCG CIS NMIBC
BLC2001 2  

 
1 225 mg 3

 
 6 3 8 12 3

18 6
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1,500 mL  
 

 

 

 
1 225 mg 3

6 3 8 18 12
6

 
  
  
 

 
 
7.R.5.2  

 
BLC2001 2 4

 
  

 Grade 2  
 Grade 2  
 

 
 1,000/mm3 50,000/mm3

 
 

 
 Grade 2  
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 Grade 2  
 Grade 4  

 

 
 BLC2001 2 4

 
  

 
 

BLC2001 2
BLC2001

2
 

 
 

 

 

 *  

 Grade 2  Grade 1  

 Grade 4  
* Grade NCI-CTCAE v5.0  

 
7.R.6 RMP  

24 4 11 0411 1
0411 2 4 3 18

0318 2 0318 1 RMP  
5.2 7.R.3

RMP 35
 

 

35 RMP  
 

   
     

 
 

 
7.R.7  
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BLC2001 2 4

 
 

 

BCG CIS NMIBC
 

 7.R.3
 

 51

 
 

 
 
7.3  

7.1
7.2  

 
7.3.1 b BLC2001  

2 83/85 97.6% 4 46/52 88.5%
71/85

83.5% 42/52 80.8% 63/85 74.1%
38/52 73.1%

7.R.3.1
 

 
7.3.2 TAR-100-101  

7/7 100% 3/3 100%
7/7 100%

3/3 100% 20%
6 85.7% 3 42.9% 2 28.6%

2 66.7% 1 33.3%  

 
51 1999 3 2008 10  
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1/3 33.3%
 

 
7.3.3 b TAR-200-101  

Arm 1 4/11 36.4% Arm 2 6/12 50.0%
1/11 9.1% 3/12

25.0% 10% 3 25.0%
2 16.7%  

1/11 9.1% 1/12 8.3%
1 9.1% 1 8.3%

 
1/12 8.3%

 
 
7.3.4 b TAR-200-102  

Arm 1 10/11 90.9% Arm 2 1/1 100%
8/11 72.7% 1/1

100% 30% 6 54.5%
4 36.4% 1 100%  

 
 
7.3.5 b TAR-200-103  

34/35 97.1%
14/35 40.0% 30%

20 57.1% 16 45.7% 15 42.9% 11 31.4%
 

21/35 60.0% 5%
6 17.1% 3 8.6% 2 5.7%

1  
6/35 17.1% 5%

3/35 8.6% 5%
2 5.7%  
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8.  
8.1  

 
 
8.2 GCP  

CTD 5.3.5.2.1-2 GCP
 

 
9. 1  

BCG CIS NMIBC

BCG CIS NMIBC
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2  
 

8 7 13  
 

 
 225 mg 
  
  
 7 9 8  

 
 

 
 
1.  

20 12 25 20 8  
 
1.1  

1 7.R.2
BCG CIS NMIBC

b BLC2001

 
 

 
 BLC2001 2

BCG CIS NMIBC

 
 BLC2001 2 CR 12

CR  
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BLC2001 1 2 3
1,000 mL 3,000 mL 1

2 7 2

in vitro

 
 

 
 
1.2  

1 7.R.3

 
 

 
 
1.3  

1 7.R.4

 
 

  

BCG

 

 

 
 BCG
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1.4  

1 7.R.5
 

 

  
1

225 mg 3
6 3

8 18
12 6

 

  
  
 

 
 7.R.5.2  

 
 

 
 

 

 
 

 
 
1.5 RMP  

1 7.R.6 RMP
RMP 36  

 

36 RMP  
 

   
     

 
 

 
1 7.R.7

BCG
CIS NMIBC
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RMP 37
 

 

37 RMP

  
 
 

 
2. 1  

2 1 1
 

 

    

9 26 2.525 μg Eq./g  2.525 μg Eq./g  
 

 
3.  

10
 

 
 

BCG  
 

 
1 225 mg 3 6

3 8 18 12 6  
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1.
 

2.  
 

 
1.

 
2. BCG

 
3.  

 
 

1.  
2.  
3.

 
4.

 
 

 

 *  
 Grade 2  Grade 1  

 Grade 4  
* Grade NCI-CTCAE v5.0  

 
 



 
 

i 

 
 

 
   

Ae0-168h cummulative unrinary 
recovery from time 0 to 
168 hours 

0 168  

AJCC American Joint 
Committee on Cancer 

 

ALT alanine aminotransferase  
AST aspartate 

aminotransferase 
 

AUC area under concentration-
time curve 

 

AUC1-28d AUC from day 1 to day 
28 

1 28 AUC 

BCG Bacillus Calmette-Guérin  
CIS carcinoma in situ  
Cmax maximum concentration  
COVID-19 coronavirus disease 2

 
CPP critical process parameter  
CQA critical quality attribute  
CR complete response  
CrCL   
dFdU 2’, 2’-difluoro-2’-

deoxyuridine 
2’, 2’- -2’-  

DNA deoxyribonucleic acid  
EAU  European Association of 

Urology Guidelines 
 

FAS full analysis set  
FDA Food and Drug 

Administration 
 

GC gas chromatography  
GRC gemcitabine related 

components 
 

HBV hepatitis B virus B  
HCV hepatitis C virus C  
HIV human 

immunodeficiency virus 
 

HLGT high level group term  
HLT high level term  
HPLC high performance liquid 

chromatography 
 

ICH International Council for 
Harmonisation of 
Technical Requirements 
for Pharmaceuticals for 
Human Use 

 

IBCG International Bladder 
cancer Group 

 



 
 

ii 

IR infrared absorption 
spectrum 

 

LC-MS/MS liquid chromatography-
tandem mass 
spectrometry 

 

MedDRA Medical Dictionary for 
Regulatory Activities 

ICH  

MF master file  
MIBC muscle invasive bladder 

cancer 
 

MR magnetic resonance  
MS mass spectrum  
NCCN National Comprehensive 

Cancer Network 
 

NCCN  National Comprehensive 
Cancer Network Clinical 
Practice Guidelines in 
Oncology, Bladder 
Cancer 

 

NCI-PDQ National Cancer Institute 
Physician Data Query 

 

NE not evaluable  
NMIBC non-muscle invasive 

bladder cancer 
 

NMR nuclear magnetic 
resonance spectrum 

 

pH potential hydrogen  
PK pharmacokinetics  
PPK population 

pharmacokinetics 
 

PT preferred term  
Q12W quaque 12 weeks 12  
Q3W quaque 3 weeks 3  
SMQ standardised MedDRA 

queries 
MedDRA  

SOC system organ class  
TGI tumor growth inhibitory 

ratio 
 

tmax time to reach maximum 
concentration 

 

TURBT transurethral resection of 
bladder tumor 

 

UHPLC ultra high performance 
liquid chromatography 

 

UV ultraviolet spectrum  
    

   
   

BLC2001   17000139BLC2001  
14C   14C  

   
   

   
 


