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/RYBREVANT

Amivantamab Injection

Aiwantuo Dankang Zhusheye

G1

EGF MET

[CHO] DNA

80

EGFR 19 21 L858R NSCLC

EGFR 19 21

L858R NSCLC
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EGFR 19 21 L858R NSCLC

EGFR 19 21

L858R EGFR

NSCLC

EGFR 20 NSCLC

EGFR 20

NSCLC

350mg 7.0ml /

8 9 1 1 2

1 1 2 2

4

VTE

- 2
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EGFR 19

21 L858R NSCLC EGFR 20

NSCLC

NSCLC

EGFR 19 21 L858R

1

EGFR 19 21
L858R NSCLC

EGFR
EGFR 19 21
L858R EGFR

NSCLC
EGFR 20

NSCLC

1 100mg
12 9
1%

4% 2
UVA/UVB 

NSCLC - 3

2
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2
a

80 kg 1400 mg 1-4 4
1 - 1 2
2-4 - 1
5 6 -

1750 mg 7 3
80 kg 1750 mg 1-4 4

1 - 1 2
2-4 - 1
5 6 -

2100 mg 7 3
a

3
3

/
500 mg/m2 3

AUC 5 3 12

2 3

- 2

4

4
a

80 kg 1050 mg 1-5 5
1 - 1 2
2-5 - 1
6 -

7 2
80 kg 1400 mg 1-5 5

1 - 1 2
2-5 - 1
6 -

7 2
a
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4

VTE 4

VTE

5

1 1

5

1 -2
8 mg 48

1 -1
8 mg 24

1 1
8 mg 1

20 mg 45-60

30-60
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25- 50 mg 
15-30 

650-1,000 mg
30-60

15-30 

1 2
10 mg 45-60

25-50mg
30-60

15-30

650- 1,000 mg 
30-60

15-30

25-50mg
30-60

15-30

650-1,000 mg 
30-60

15-30

10 mg 45-60

6
6

1 2 3
1050 mg 700 mg 350 mg
1400 mg 1050 mg 700 mg
1750 mg 1400 mg 1050 mg
2100 mg 1750 mg 1400 mg

7
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7

1 -2

50%
30

8 9
5

3

50%
30

8 9
5

3
4

ILD /
ILD/
ILD/

VTE
2 3

4 2
3

1 2
2

3
2

2
4

[TEN]
3 1

1
1 4

4
4 1

4
4

4
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7

- 2

NSCLC - 3 350 mg

250 mL 5% 0.9%

7 mL

PVC PP PE

PP+PE

7 mL

250 mL

15 -25 10

PES

0.2 μm

PU PBD PVC PP PE

5% 0.9%
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8 3

1 2

8 NSCLC
80 kg

250 mL mL/h mL/h
1

1 1 350 mg 50 75

1 2 1050 mg 33 50

2 1400 mg 65

3 1400 mg 85

4 1400 mg 125

5 6
7 3 1750 mg 125

80 kg

250 mL mL/h mL/h
1

1 1 350 mg 50 75

1 2 1400 mg 25 50

2 1750 mg 65

3 1750 mg 85

4 1750 mg 125

5 6
7 3 2100 mg 125

2
1 2 4-6 6-8 2
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9 2

1 2

9
80 kg

250 mL mL/h mL/h
1

1 1 350 mg 50 75

1 2 700 mg 50 75

2 1050 mg 85

3 1050 mg 125

4 1050 mg 125

5 1050 mg 125

6
7 2 1050 mg 125

80 kg

250 mL mL/h mL/h
1

1 1 350 mg 50 75

1 2 1050 mg 35 50

2 1400 mg 65

3 1400 mg 85

4 1400 mg 125

5 1400 mg 125

6
7 2 1400 mg 125

2
1 2 4-6 6-8 2
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(PK)

PK

CHRYSALIS N 380

76% 67% 47% 31%

26% 26% 24% 23% 23%

ILD 1.3% IRR 1.1% 1.1% 3%

IRR 1.1% ILD 0.5%

0.5%

N 301

83% 57% 53%

51% 43% 39% 43% 40%

40% 40% 33% 32%

26% 23% 22%

20% 2.7% 2.3%

2.3% ILD 2.0% 8%

IRR 2.7% 2.3% ILD 2.3% 1.0%
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10

301

4 1400 mg 80 kg

1750 mg 80 kg 7

1750 mg 80 kg 2100 mg 80 kg 3

7.7 0.0 28.1

1/10 1/100 1/10 1/1000 1/100

1/10000 1/1000 1/10000

10

%
3 -4

%

57 39
40 12

33 1.3

* 32 3.7
20 6.6
13 1.3
12 1.0

* 10 0.3

* 14 3.0

* 7.3 0

* 3.0 0
0.3 0
0.3 0
0.3 0

Confidential - FOIA Exemptions Apply in U.S.



10

%
3 -4

%

* 2.3 1.7

43 1.0
40 0.3

* 39 3.0
22 2.0
19 2.3

* 11 0.3
9.3 0.7

26 4.3
23 0.7
10 0.3

* 83 14

* 53 4.3
* 16 0

10 0
3.7 0.7

5.0 0.7

* 43 4.7

* 40 1.3
14 0

51 3.0

*

N 421

89% 71% 63% 48%

47% 47% 43% 37%

34% 32% 29% 29% 26%

Confidential - FOIA Exemptions Apply in U.S.



24% 24% 21% 21%

21% 11% 4.0%

3.1% ILD/ 2.9% 2.4% COVID-19 2.4% IRR

2.1% 23%

5.5% 4.5% 3.6% ILD 2.9% VTE

2.9%

11

421

1050 mg 80 kg 1400 mg 80 kg

4 2

18.5 0.2 -31.4

1/10 1/100 1/10 1/1000 1/100

1/10000 1/1000 1/10000

11

%
3 -4

%

* 48 5
24 1.0
21 2.1
14 3.1
5.0 0

* 34 1.7
* 13 0

* 37 11

* 21 0.5
* 4.5 0

2.6 0.5
* 1.9 0
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11

%
3 -4

%

/ * 3.1 1.2

* 43 2.4
29 2.1
29 0
21 1.2
12 0.5

* 11 0
10 0.2

47 9

* 89 27
* 71 11
* 26 1.0

24 0.5
6 0.2
5 0.7

1.2 0

17 0.5
13 0.7

* 47 2.9
* 32 3.8

12 0

63 6
*

36% 29%
12%

CHRYSALIS 67%
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IRR 98% IRR 1 -2 99% IRR

60 2

50%

94% IRR 1-2 IRR 60

0-7 2 6

IRR

63% 94%

IRR 1 -2 IRR 1

2

6 IRR
NSCLC II

2 8 mg
60 8 mg 5
IRR 22.5% ≥3 IRR

EGFR ILD ILD

CHRYSALIS 2.6% 2.3%

3.1% ILD

1 0.2% ILD ILD

ILD

VTE

421 37%

VTE DVT PE

1 2 11% 3-4 0.5%

VTE
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VTE 84

VTE 2.9%

CHRYSALIS 76%

1 2 3% 3

0.3% 4

14 1

2 1.8% 3

83%

1 2 14% 3 2.3%

4 14

1

2 4.3% 3

89%

1 2 27% 3 5.5%

4 14

1 2 11%

3

II

[ ]

2

38.6% vs. 76.5% OR 0.19 95% CI 0.09 0.40 p

0.0001 12 49% 12

2 1/3

CHRYSALIS 9%

0.5%

Confidential - FOIA Exemptions Apply in U.S.



1-2

11%

0.3%

1 -2

2.6%

1 -

2

75 65 65

NSCLC 1862

4 0.2%

/

1.

1 IRR

1 1 2

IRR
IRR
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50% 3 4 IRR

2.

ILD ILD

ILD/

ILD ILD

ILD ILD

3. VTE

VTE

DVT PE

DOAC LMWH

K

VTE VTE

VTE

4.

2

UVA/UVB

1 100 mg

12

9 1% 1
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/

/ 3

2

2

TEN TEN

5.

3 4

6.

1 mmol 23 mg

9 mg/mL 0.9%

7.

1 mL 0.6 mg 80 7 mL 4.2 mg

80

EGFR -

EGFR MET
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3

3

MARIPOSA 421

NSCLC 45% 65 12% 75

MARIPOSA-2 130

NSCLC 40% 65 10% 75

PAPILLON 151

NSCLC 37% 65 8% 75

65
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EGFR NSCLC -

350 mg-1750 mg 0.33-1.7

3 2 13

1.9

CV% 5 24% L

CL CV% 0.26 L/ 30%

14 33%

21 -88

/ / eGFR 30 89 

mL/min [ ULN AST ULN ULN 1.5

ULN ]

eGFR 15 mL/min-29 mL/min eGFR<15 mL/min

1.5 ULN AST

80 kg

80 kg 30%-40% 80 kg 1,050 

mg 80 kg 1,400 mg

31-140 kg
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19 21 L858R NSCLC-MARIPOSA

MARIPOSA NCT04487080

EGFR 19

21 L858R

NSCLC

2:2:1 N=429

N=429 NSCLC

NSCLC

1050 mg < 80 kg 1400 mg 80 kg

4 5 2

240 mg

80 mg

EGFR 19 21 L858R

30 8

12

BICR PFS

OS ORR DOR

858 429

429 63 25 -88 61%

58% 38% 1.6% 0.8%

0.2% 0.6%

12% ECOG 0

34% 1 66% 69% 41% 89%

IV 60% 19 40% 21
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L858R

858 EGFR 19

L858R cobas EGFR v2

544 63% 544

527 97% EGFR 19 L858R 17

3% FDA

PFS BICR

OS 12 1 2

12
12 BICR MARIPOSA

N 429 N 429
PFS

% 192 (45) 252 (59)
95% CI 23.7 (19.1, 27.7) 16.6 (14.8, 18.5)

HR1,2 95% CI p 1,3 0.70 (0.58, 0.85); p=0.0002
OS

% 173 (40) 217 (51)
95% CI NR (42.9, NE) 36.7 (33.4, 41.0)

HR1,2 95% CI p 1,3 0.75 (0.61, 0.92); p=0.0048
ORR 4

ORR % 95% CI 78 (74, 82) 73 (69, 78)
% 5.4 3.5
% 73 70

DOR 5

95% CI 25.8 20.1 NE 16.7 (14.8, 18.5)
DOR 6 6 % 86 85
DOR 12 6 % 68 57

CI NR= NE
1 19 21 L858R

2 Cox
3

4 ITT
5

6
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1 BICR NSCLC PFS Kaplan-Meier

2 NSCLC OS Kaplan-Meier

+ 

+ 

+ 

+ 
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n=858 367 43% BICR RECIST

BICR ORR DOR

13
13 BICR ORR DOR

N 180 N 187

ORR1 % 95% CI 68 (60, 75) 69 (62, 76)
% 55 52

DOR2

122 129
DOR 12 3 % 66 59
DOR 18 3 % 35 23

CI
1

2

3

EGFR 19 21 L858R

NSCLC - MARIPOSA-2

MARIPOSA-2 NCT04988295

EGFR 19 21 L858R

NSCLC

1:2:2

RYBREVANT-CP N 131 CP N 263

NSCLC

1400 mg 80 kg

1750 mg ≥80 kg 4

7 1750 mg 80 kg 2100 mg ≥80 kg

3

5 mg/mL/min AUC 5 3
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12 500 mg/m2 3

12 6 12

BICR

(PFS) BICR OS ORR

394 131 RYBREVANT-CP

263 CP 62 31-85 38% 65

60% 48% 46% 1% 1%

0.5% 2.8% 8%

ECOG 0 40% 1

60% 65% 45% 99.7%

IV

PFS BICR

14
14 MARIPOSA-2

N 131 N 263
PFS 1

74 56% 171 65%
95% CI 6.3 5.6, 8.4 4.2 4.0, 4.4

HR 95% CI 2,3 p 2,4 0.48 0.36, 0.64 ; p 0.0001
1,5

ORR % 95% CI 53% 44, 62 29% 23, 35
p 2,6 p 0.0001

0.8% 0%
52% 29%

1,5 DOR
95% CI 6.9 5.5, NE 5.6 4.2, 9.6

CI
NE
1 RECIST 1.1
2

3 Cox
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4

5

6 Logistic
3 NSCLC BICR PFS Kaplan-Meier

- MARIPOSA-2

OS 85% OS

ACP OS 17.7 95% CI 16.0 22.4 CP 15.3

95% CI 13.7 16.8 0.73 95% CI 0.54 0.99

MARIPOSA-2

MRI MRI

91 23% BICR ORR

ACP 30 ORR 20% 95% CI 8 39 CP

61 ORR 7% 95% CI 1.8 16

20 NSCLC - PAPILLON

PAPILLON NCT04538664

EGFR 20

NSCLC RECIST 1.1

ECOG PS 1

R-CP

CP
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2

308 1:1 N

153 N 155 1400 mg 80 kg

1750 mg ≥80 kg 4 7 1750 

mg 80 kg 2100 mg ≥80 kg 3

5 mg/mL/min AUC 5

3 12 500 mg/m2 3

ECOG 0 1

BICR PFS

ORR DOR OS

62 27 -92 40% 65 58% 61%

36% 0.7% 2.3% 93%

ECOG 0 35% 1 65% 58%

23% 84% IV

PAPILLON

15 3
15 PAPILLON

N 153 N 155
PFS

% 84 (55) 132 (85)

95% CI 11.4 (9.8, 13.7) 6.7 (5.6, 7.3)

HR 95% CI 0.40 (0.30, 0.53) 

p p 0.0001

ORR 1 

ORR % 95% CI 67 (59, 75) 36 (29, 44)

% 4 1
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N 153 N 155
% 63 36

DOR 2

95% CI 10.1 (8.5, 13.9) 5.6 (4.4, 6.9)

CI
1

2

4 BICR NSCLC PFS Kaplan-Meier
-PAPILLON

OS

44% 75 48%

EGFR MET

19 21

L858R 20 EGFR MET EGFR

MET EGFR MET

ADCC EGFR L858R
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6 3

EGFR

- / -

EGFR -

EGFR

/

MET HGF

IgG1

2~8

1

1 /

36

/

Confidential - FOIA Exemptions Apply in U.S.



15℃-25℃ 10

JS20250003

SJ20250005

Janssen-Cilag International NV

Turnhoutseweg 30, B-2340 Beerse, Belgium

Cilag AG

Hochstrasse 201, 8200 Schaffhausen, Switzerland

19

4 17F

710304

400 888 9988 (029) 8257 6616

: http://www.xian-janssen.com.cn
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