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140mg
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MCL CLL/SLL

WM

3 4

3 4

4

1 * 560 

mg

420 

mg

2 420 

mg

280 

mg

3 280 

mg

140 

mg

4

NCI-CTCAE

iwCLL CLL/SLL

* -

140 mg

MCL CLL/SLL/WM

2 420 mg 280 mg
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MCL CLL/SLL/WM

280 mg 140 mg

3 420 mg 280 mg

3 4

4

-
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1 N=111

% 3 %
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14

13

0

0

N = 111

% 3 4 %

57 17

47 29

41 9

*

4 6% 13%
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3 560 mg MCL
MCL3001(N=139)

Confidential - FOIA Exemptions Apply in U.S.



PCYC-1102-CA

%

3

%

59 4

22 2

20 2

20 0

18 2

14 0

12 0

47 2

22 6

16 6

12 10 

12 2 

33 6 

24 2

22 0

14 6 

12 0

51 2

25 0

16 0

22 0

14 0

12 0

25 6
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24 0

18 2

20 0

18 2

16 2

10 2

16 8

1

5 PCYC-1102-CA CLL SLL *

N =51

N = 51

% 3 4 %

69 12 

53 26 

43 0

* [IWCLL]

4 8% 12%

PCYC-1112-CA

6 PCYC-1112-CA

N = 195 N = 191

%

3

% %

3

%

48 4 18 2

26 2 18 0

* 17 1 6 1

15 0 9 0
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N = 195 N = 191

%

3

% %

3

%

14 0 6 1

24 2 15 2

16 1 11 2

* 15 12 13 10

* 11 1 6 0

10 4 5 1

* 24 3 13 0

14 0 1 0

* 12 0 1 0

*
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ADR

* ADR

3 1

7 PCYC-1112-CA

N = 195 N = 191

%

3 4

% %

3 4

%

51 23 57 26

52 5 45 10

36 0 21 0

4 2% vs 3%

8%

PCYC-1115-CA 

N = 135 N = 132

%

3

% %

3

%

42 4 17 0

22 1 39 1

16 1 16 0

* 14 1 4 1

13 0 20 1

13 3 11 1

11 0 2 0
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N = 135 N = 132

%

3

% %

3

%

*

* 21 4 12 2

* 19 0 7 0

17 2 17 2

15 2 3 1

* 14 8 7 4

10 1 8 1

30 1 38 5

19 1 9 0

17 0 14 2

*
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N = 135 N = 132

%

3

% %

3

%

9 PCYC-1115-CA CLL/SLL

(N=135) (N=132)

(%)
3 4

(%) (%)
3 4   

(%)
55 28 67 31
47 7 58 14
36 0 39 2

4 1% vs 3%
1% vs 12%

CLL-3001

10 CLL-3001 CLL SLL

14.7 12.8

+BR

N = 287

+BR

N = 287

%

3

% %

3

%

66 61 60 56

34 16 26 16
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+BR

N = 287

+BR

N = 287

%

3

% %

3

%

* 32 4 25 1

* 20 <1 8 <1

36 2 23 1

12 1 8 <1

*

*

*

13 2 10 3

10 3 6 2

10 2 6 0
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1118 1127

11 12 1118

11.7 1127 33
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11 1118 1127 10% WM
N=94

% 3 %

38 2

21 0

* 15 0

12 1

12 0

* 28 1

* 21 1

* 28 0

* 14 4

18 2

12 2

* 21 0

* 19 0

19 0

* 18 3

* 16 0

* 13 5

14 0

13 0

13 0

ADR

* ADR

12 1118 1127 WM
N=94

N=94

% 3/4 %

38 11

43 16

21 6

4 4% 7%

1127

13 1127 WM +

25.8 + 15.5
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13 1127 WM 10%
2%

+

(N=75)

+

(N=75)

%

3

% %

3

%

* 37 1 5 0

* 24 1 11 0

* 35 4 21 3

24 3 11 1

17 0 12 1

* 32 3 17 4

* 20 13 5 4

28 0 15 1

21 0 12 0

16 0 1 0

13 1 11 1

* 19 13 5 3

* 17 3 3 0

13 0 0 0

12 3 7 0

12 0 7 1

11 0 7 0

17 0 12 1

17 0 11 0

* 16 12 11 4

15 12 3 1

11 0 7 0

11 0 4 0

11 0 1 1

ADR

* ADR

1% 3 4

16% 3 4
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n=1605 805 14.8

800 5.6

39% 18% 3 3%

1% 21

0-708 46 0-492 3 117 3-414

194 11-325 85% 

89% 15% 11%

7 1-655 4

1-367 3 7 1-78 19 1-56 1%

0%

n=1605 805 14.8

800 5.6 11%

1 10% 2 2% 6% 1

6% 2 3 1%

91 0-617 100 2-477

60% 71% 40% 29%

37 1-457 26 1-721
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14 PCI-32765CLL3002 5%

N = 86 N = 42

3 4 3 4

% % % %

25 29.1 2 2.3 3 7.1 0

* 14 16.3 1 1.2 1 2.4 0

* 22 25.6 17 19.8 7 16.7 4 9.5

20 23.3 6 7.0 4 9.5 1 2.4

* 20 23.3 1 1.2 4 9.5 0

19 22.1 1 1.2 2 4.8 0

15 17.4 5 5.8 1 2.4 0

12 14.0 12 14.0 0 0

13 15.1 0 3 7.1 0

* 13 15.1 0 0 0

10 11.6 8 9.3 0 0

9 10.5 2 2.3 1 2.4 0

9 10.5 0 0 0
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15 *

N=86 N=42

%

3 4

% %

3 4

%

62.8 37.2 54.8 33.3

65.1 15.1 45.2 9.5

46.5 1.2 26.2 0

*
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CYP3A
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BTK Bruton

B 2.5mg/kg/ 70kg

175mg/ 24 BTK 90%
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560 mg 

IWG NHL

ORR 16

16 PCYC-1104-CA MCL ORR

DOR

N=111

% 65.8

95% % 56.2 74.5

% 17.1

% 48.6

95% 17.5 15.8
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18 PCYC-1112-CA

N=195 N = 196

b

% 35 17.9 111 56.6

26 93

9 18

95% 8.1 7.2 8.3

95% 0.22 0.15 0.32

a

% 16 8.2 33 16.8

95% 0.43 0.24 0.79

b 42.6% 4.1%

a OS
b IRC
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2 PCYC-1112-CA ITT Kaplan-Meier

3 PCYC-1112-CA ITT Kaplan-Meier
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19 PCYC-1112-CA 17p CLL/SLL

N=63 N = 64

% 16 25.4 38 59.4

12 31

4 7

95% 5.8 5.3 7.9

95% 0.25 0.14 0.45

a 47.6% 4.7%

a IRC
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a IRC 5 3.7% 2
1.5%

4 PCYC-1115-CA ITT Kaplan-Meier

55

55 PFS

CLL-3001

64 ( 31 - 86 ) 66% 91%

ECOG 0 1 5.9
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2( 1 11 ) 56%

> 5 cm 26% 11q

CLL-3001 21 PFS Kaplan-Meier 5

a IRC + BR 24 8.3% + BR 6
2.1%

BR= CI= HR=
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22 PCI32765CLL3002

N = 106 N = 54

% 34 32.1 42 77.8

95% 

% 20 37.0

HR 95% 

62.3% 7.4%

68.9% 7.4%
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1118 1127

23 1118 IRC WM

N = 63

CR+VGPR+PR % 61.9

95% CI % 48.8 73.9

CR 0

VGPR % 11.1

PR % 50.8

NE 2.8+ 18.8+

CI = NE=

1127 31 WM

67 47-90 81%

ECOG 0 1 19% ECOG
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2 4 1-7 1127

71% CR 0% VGPR 29% PR 42% 34

8.6+ 37.7

1127

WM 1127

III

n=150 1:1 420 mg

1 4

375 mg/m2 4 17 20

4 IRC

PFS

69 36-89 66% 79%

91% ECOG 0 1 7% ECOG

2 45% 55%

2 1-6 IgM 3.2 g/dL 0.6-8.3 

g/dL 77% MYD88 L265P 13% 9%

1127 IRC 24 PFS Kaplan-Meier 6

24 1127 WM

+

N=75

+

N=75

% 14 (19) 42 (56)

95% CI NE

20.3 (13.7, 

27.6)

HR 95% CI 0.20 (0.11, 0.38)

p
a

<0.0001

CR+VGPR+PR
b

72% 32%
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95% CI (0.62, 0.82) (0.21, 0.43)

CR 3% 1%

VGPR 23% 4%

PR 47% 27%

NE (1.9+, 36.4+) 21.2 (4.6, 25.8)

CI = HR = NE = R = 
a

p WM IPSS 0, 1

b
p 0.0001

26.5

6 1127 WM ITT Kaplan-Meier

+ 65% +

39%

2 g/dL 8

25 PCYC-1127CA *

+

N=75

+

N=75

+

+
+

+
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a, b

% 22 (29) 50 (67)

95% CI 20.3 (13.0, 27.6)

HR (95% CI) 0.25 (0.15, 0.42)

p <0.0001

TTnT

95% CI 18.1 (11.1, 33.1)

HR (95% CI) 0.1 (0.05, 0.21)

(%)

CR 1.3 1.3

VGPR 29.3 4.0

PR 45.3 25.3

MR 16.0 13.3

c(CR VGPR PR MR)(%) 69 (92.0) 33 (44.0)

(2.7 58.9 +) 27.6 (1.9 55.9+)

(CR, VGPR, PR)
c,d

(%) 57 (76.0) 23 (30.7)

(1.9+ 58.9+) (4.6 49.7+)
c,e

(%) 77.3 42.7

CI = CR = HR = MR = PR = TTnT = 

VGPR = 
*

= 49.7
a

IRC
b

+ 4 PFS 70.6%[95%CI(58.1 80.0)] +

25.3%[95%CI(15.3 36.6)]
c

p <0.0001
d

+ + 76% 41%

76% 22%
e

2 g/dL 11 g/dL >11 

g/dL 0.5 g/dL
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BTK BTK

BTK B BCR BTK

B B

B

IC50 4.6 M (2026 ng/mL) 0.8 M 

(352ng/mL) 3 M (1321ng/mL) ADP

TRAP-6

Ames CHO

2000mg/kg

4 2

7 GD7 100mg/kg

16mg/kg

10 40 80mg/kg/

80mg/kg/
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AUC MCL 560mg/

14 CLL/ SLL WM 420mg/ 20

40mg/kg/

AUC MCL 560mg/ 6

5 15 45mg/kg/ 15mg/kg/

45mg/kg/

15mg/kg/ AUC MCL

560mg/ 2.0 CLL/ SLL WM 420mg/

2.8

6 Tg.rasH2

2000mg/kg/

560mg/ 23 37

30

36

JX20160135 JYHB2001826

HJ20181066

Janssen-Cilag International NV 

Turnhoutseweg 30, B-2340 Beerse, Belgium
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Catalent CTS LLC

10245 Hickman Mills Drive, Kansas City, MO 64137, USA 

***END OF DOCUMENT***
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