


7 10 15

6 10 31

7 8 12

2 6 B B

69 15 B B



7 8 12

6 10 31
1 1,600 mg

20,000
2

EGFR 20
EGFR

EGFR 20
EGFR

EGFR 20 A EGFR
20 A B



2

A 3 1

80 kg
1

1 1,600 mg 20,000
8 15 2,400 mg 30,000

2 1 2,400 mg 30,000

80 kg
1 1 2,240 mg 28,000

8 15 3,360 mg 42,000
2 1 3,360 mg 42,000

B 4 1

80 kg 1 1 8
15 22 1,600 mg 20,000

2 1 15 1,600 mg 20,000

80 kg 1 1 8
15 22 2,240 mg 28,000

2 1 15 2,240 mg 28,000



1

7 7 9

6 10 31
1 1,600 mg

20,000

EGFR 20
EGFR

1. EGFR 20 EGFR EGFR

3 1

80 kg
1

1 1,600 mg 20,000
8 15 2,400 mg 30,000

2 1 2,400 mg 30,000

80 kg
1 1 2,240 mg 28,000

8 15 3,360 mg 42,000
2 1 3,360 mg 42,000

2. EGFR
4 1



2

80 kg
1 1 8

15 22 1,600 mg 20,000

2 1 15 1,600 mg 20,000

80 kg
1 1 8

15 22 2,240 mg 28,000

2 1 15 2,240 mg 28,000

1. ............................................................3 
2. ........................................................................................4 
3. ....................................................................6 
4. ............................................................6 
5. ................................................................................7 
6. .7 
7. ..................................16 
8. ..............................63 
9. 1 ....................................................................................................63 
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5.
Ami rHuPH20 Ami-

IV

6.
7.

Ami-SC Ami-IV CP Osi Laz 2
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2 PALOMA PALOMA-2 PALOMA-3 MARIPOSA-2 PAPILLON MARIPOSA
Ami-SC Ami-IV CP Osi Laz

Ami-
SC

PALOMA
5a

3 1 SC *1

80 kg
1 1 8 15 2,560 mg 2 1 2,560 mg

80 kg
1 1 8 15 3,360 mg 2 1 3,360 mg

PALOMA
2a 2b

4 1 SC *2

80 kg
1 1 8 15 22 1,050 mg 2 1

15 1,050 mg
80 kg

1 1 8 15 22 1,400 mg 2 1
15 1,400 mg

PALOMA-2
2 3

3b

3 1 SC *3

80 kg
1 1 1,600 mg 8 15 2,400 mg 2

1 2,400 mg
80 kg

1 1 2,240 mg 8 15 3,360 mg 2
1 3,360 mg

PALOMA-3
PALOMA-2

1
6
PALOMA

3a 4a

4 1 SC *4

80 kg
1 1 8 15 22 1,600 mg 2 1

15 1,600 mg
80 kg

1 1 8 15 22 2,240 mg 2 1
15 2,240 mg

Ami-
IV

PALOMA
1a 1b

4 1 SC *5

80 kg
1 1 8 15 22 1,050 mg 2 1

15 1,050 mg
80 kg

1 1 8 15 22 1,400 mg 2 1
15 1,400 mg

MARIPOSA-2

PAPILLON

3 1 IV
80 kg

1 1 350 mg 2 1,050 mg 8 15 1,400 mg 2
1 1,400 mg 3 1 1,750 mg

80 kg
1 1 350 mg 2 1,400 mg 8 15 1,750 mg 2

1 1,750 mg 3 1 2,100 mg

PALOMA-3
MARIPOSA

4 1 IV
80 kg

1 1 350 mg 2 700 mg 8 15 22 1,050 mg
2 1 15 1,050 mg

80 kg
1 1 350 mg 2 1,050 mg 8 15 22 1,400 mg
2 1 15 1,400 mg

CP 3 1 1 CBDCA AUC 5 mg mL/min PEM
500 mg/m2 4 IV 1 PEM 500 mg/m2 IV

Osi Osi 80 mg QD
Laz Laz 240 mg QD

*1 rHuPH20 32,000 U 80kg 42,000 U 80kg
*2 rHuPH20 2a 2,000 U/mL 2b rHuPH20
*3 rHuPH20 20,000 U 80kg 28,000 U 80kg 2 rHuPH20 30,000 U

80kg 42,000 U 80kg
*4 rHuPH20 20,000 U 80kg 28,000 U 80kg
*5 rHuPH20 1a 110,000 U/mL 1b rHuPH20
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6.2.1
6.2.1.1 CTD5.3.5.2.2.1 PALOMA-2 1 6 2022 11

PK 2023 11 15
EGFR NSCLC 1 6

68 57 PK 68 54 Ami-SC/Laz
Ami PK

Ami-SC Laz 2 Ami
1 6 Ami 4 6
4 1 Ami Cmax μg/mL 4 AUCD1-D15 μg h/mL

80 kg 80 kg 432 145 123,722
37,798 546 133 132,249 35,514
Ami-SC 110

Ami-SC rHuPH20 117 13 11.1%
rHuPH20

4 Ami-SC/Laz Ami
1 6
μg/mL μg/mL

80 kg

1 8 55 125 45.1 36 135 47.9
1 15 51 206 65.3 35 221 62.7
1 22 49 275 90.4 33 300 84.7
2 1 46 327 107 32 362 107
3 1 42 217 79.7 31 236 89.4
4 1 37 218 85.9 29 232 86.3

80 kg

1 8 4 102 27.4 11 163 42.6
1 15 5 223 105 10 258 41.6
1 22 4 264 90.7 11 359 41.1
2 1 4 339 83.6 10 407 65.2
3 1 3 196 6.62 10 242 68.2
4 1 1 219 9 246 67.5
1

6.2.1.2 CTD5.3.5.2.2.2 PALOMA-2 2 3b 2022 11
2024 3 6

EGFRex20 NSCLC 65 2
Osi EGFR NSCLC

31 3b PK 60 25 Ami-SC/CP
Ami PK Ami-SC

CP 2 Ami
2 3b Ami 5

rHuPH20
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5 Ami-SC/CP Ami
2 3b
μg/mL μg/mL

80 kg

1 8 38 112 31.2 10 117 39.5
1 15 30 299 82.9 5 305 71.7
2 1 19 424 87.7 4 519 65.4
3 1 15 264 139 1 318
5 1 12 196 73.7 0

80 kg

1 8 7 136 48.3 4 165 39.4
1 15 5 339 66.5 0
2 1 4 436 143 0
3 1 2 251 434 0
5 1 2 190 200 0
1 2

6.2.1.3 CTD5.3.5.1.1 PALOMA-3 2022 8
2024 1 3

Osi EGFR
NSCLC 416 Ami-SC/Laz 206 Ami-IV/Laz 210 PK Ami-SC/Laz
206 Ami-IV/Laz 208 Ami-SC/Laz Ami-IV/Laz Ami PK

Ami-SC Ami-IV Laz 2 Ami
Ami PK 6

Ami-
SC/Laz 175 1 0.6% Ami-IV/Laz 182
Ami-SC rHuPH20 193 15 7.8% rHuPH20

6 Ami-SC/Laz Ami-IV/Laz Ami PK
*1

μg/mL
AUCD1-D15

μg h/mL

80 kg
2 1

SC 142 366 123 142,684 43,842*2

IV 124 316 103 136,640 33,728*3

4 1
SC 133 225 90.2*4 102,041 30,236*5

IV 113 164 66.5*6 91,630 23,234*5

80 kg
2 1

SC 18 354 89.2 138,501 43,672*7

IV 19 305 71.3*8 129,081 24,160

4 1
SC 17 215 68.0*9 98,881 27,690*5

IV 19 150 71.7*10 87,511 20,657*5

*1 SC Ami-SC/Laz IV Ami-IV/Laz *2 125 *3 113 *4
86 *5 PPK 6.2.3 *6 84 *7 15 *8 18 *9 12
*10 14

2 1 Ami 2
AUCD1-D15 Ami-IV/Laz Ami-SC/Laz 7.1.1.1
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6.2.2
6.2.2.1 b CTD5.3.5.2.1 PALOMA 2 2020 11 PK

2024 3 5
107 PK 107 Ami-SC Ami PK

Ami-SC 2
Ami

Ami PK 7
69

rHuPH20 71 8 11.3%
rHuPH20

7 Ami-SC Ami PK

μg/mL
Cmax

μg/mL
tmax*1

day
AUC*2

μg h/mL

80 kg

1 1

2a 6 184 125 70.9 67.0, 97.1 19,499 11,170
2b 5 109 82.7 99.3 22.4, 191 11,460 7,783
3a 21 183 82.7 70.2 46.1, 193 22,791 9,620*3

4a 24 145 57.4 70.9 46.2, 198 19,567 7,242*4

5a 24 272 91.2 70.3 22.3, 192 34,598 12,420*5

2 1

2a 7 253 87.5 367 124 46.6 22.1, 70.5 92,566 38,720
2b 4 233 133 335 165 71.1 46.7, 335 69,109 25,999*6

3a 12 400 149 648 195*7 48.1 23.4, 73.8 *7 164,325 45,606*8

4a 22 405 113*9 560 146 68.1 46.1, 73.3 153,687 40,954*9

5a 16 504 129 924 265*10 70.5 22.9, 72.2 *10 313,788 80,232*11

4 1

2a 5 195 83.1
2b 2 98.6 150
3a 11 384 140
4a 13 247 79.5
5a 9 257 150

80 kg

1 1

2a 2 154 173 67.8 165 16,554 18,776
2b 3 69.3 33.4 94.5 91.5, 144 7,222 2,929
3a 4 180 90.6 71.9 68.9, 73.3 22,579 10,737
4a 11 152 48.2 71.6 46.9, 196 20,450 7,939*7

5a 1 247 164 33,076

2 1

2a 1 405 597 44.4 164,903
2b 1 335 69.1 89,871
3a 3 228 427*12 475 159 68.9 68.5, 72.7 124,920 39,806
4a 7 414 76.7 568 105 46.8 45.6, 71.4 143,809 28,929*13

5a 1 519 891 70.3 325,051
4 1 *14 4a 2 88.7 192

1 2 *1 , *2 1
1 AUCD1-D8 2 5a AUCD1-D15 5a AUCD1-D22 *3 18 *4 23

*5 22 *6 3 *7 10 *8 8 *9 21 *10 15 *11 14 *12 2 *13 5 *14
2a 2b 3a 5a PK 80 kg 0

6.2.3 PPK
Ami-IV PPK PALOMA 2a 3a 4a 5a

PALOMA-2 1 6 PALOMA-3
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Ami PK 1,026 IV 620 SC 406 21,860 1

PPK NONMEM Version 7.4
Ami-SC Ami PK

2
CL V1 V2

Ami CL
F Ka BMI
Ami F Ka BMI

BMI F Ka 2

Ami PK

6.2.4
PALOMA-3 Ami-SC/Laz Ami-SC Ami

Ami PPK 6.2.3 Ami-SC
Ami

6.2.4.1
Ami Cmax 1 Cavg Cmax Ctrough 3 Grade
Grade 3 Grade infusion reaction4

ILD Ami 1 Cavg Cmax

Ctrough

Ami

6.2.5 Ami-SC Ami PK
PALOMA-2 2 3b PALOMA-3 Ami-SC

Ami PK 8 9
Ami-SC Ami PK

1 ,
62.0 28.0, 87.0 60.6 31.5, 150 kg 40.0 22.0, 51.2 g/L BMI 23.1 12.9, 48.8 kg/m2

375 651 987 1
39

2 BMI PPK 5 95% F 73 62%
PPK 5 95% Ka 0.021 0.015 h 1 tmax Ami-SC

Q2W 3.0 3.5 Ami-SC Q3W 3.3 3.9
3 infusion reaction Cmax 1 Cavg Cmax Ctrough

4 MedDRA PT
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8 PALOMA-2 2 3b Ami
2 3b

μg/mL μg/mL μg/mL μg/mL
1 8 5 124 39.3 40 115 34.7 3 107 53.1 11 137 41.9

1 15 3 273 37.0 32 308 83.8 1 399 4 282 56.5
2 1 3 359 73.3 20 436 95.7 1 592 3 495 53.6
3 1 1 158 16 280 138 0 1 318
5 1 2 91.8 162 12 208 64.8 0 0

1 2

9 PALOMA-3 Ami-SC Ami PK

μg/mL
AUCD1-D15

μg h/mL μg/mL
AUCD1-D15

μg h/mL
2 1 21 382 164 160,345 63,814*1 139 362 112 139,217 38,920*2

4 1 21 251 108*3 112,431 36,507*4 129 219 83.5*5 99,933 28,452*4

*1 20 *2 120 *3 14 *4 PPK 6.2.3 *5 84

6.R
Ami-SC

6.R.1 Ami-SC Ami-IV Ami PK
Ami-SC Ami-IV Ami PK

Ami-SC Ami Ami-IV
Ami-SC Ami-IV

Ami-SC Q2W
PALOMA-3 Ami 2 1 2

AUCD1-D15 Ami-IV Ami-SC 90%CI
1.145 1.040, 1.261 1.032 0.976, 1.090 90%CI 0.80

7.1.1.1
PALOMA-2 1 6 PALOMA-3 Ami-SC Ami

PK 6.2.1.1 6.2.1.3
PPK 6.2.3 Ami Cavg Ami-IV

Ami-SC 90%CI 1.42 1.34, 1.51 1.12 1.07,
1.18 5 Ami-IV Ami-SC Ami 1

5 PALOMA-3 PK Ami-IV Ami-
SC Ami PK
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1 Ami-IV Ami-SC Ami

Ami-SC Q3W
PALOMA-2 2 2 1 Ami 80 kg
424 87.7 μg/mL 80 kg 436 143 μg/mL PAPILLON 2 1

Ami 80 kg 371 110 μg/mL 80 kg 332 95.3 μg/mL
6.2.1.2 6 8 14 350 mg

PALOMA-2 3b 2 1 Ami 80 kg
519 65.4 μg/mL MARIPOSA-2 2 1
Ami 80 kg 386 85.7 μg/mL 80 kg 281 81.6μg/mL 6.2.1.2

7 4 9 350 mg
PPK 6.2.3 Ami Cavg Ami-IV

Ami-SC 90%CI 1.32 1.23, 1.42 1.01 0.96, 
1.06 5 Ami-IV Ami-SC Ami 2

2 Ami-IV Ami-SC Ami

Ami-IV Ami-SC Ami PK
Ami-SC 7.R.2 7.R.3



16

7.
10

PALOMA-2 PALOMA-3 MARIPOSA-2 MARIPOSA PALOMA PAPILLON
Ami-SC Ami-IV CP Osi Laz 2

10

PALOMA-2
NSCLC *

68
65
31
70
58

1 Ami-SC/Laz
2 Ami-SC/CP
3b Ami-SC/CP
3 Ami-SC/Laz/CP
6 Ami-SC/Laz

PK

PALOMA-3

Osi

EGFR
NSCLC

418
206
212

Ami-SC/Laz
Ami-IV/Laz

PK

MARIPOSA-2
Osi

EGFR

NSCLC

657
263
131
263

Ami-IV/Laz/CP
Ami-IV/CP
CP

MARIPOSA EGFR

NSCLC

1,074
429
429
216

Ami-IV/Laz
Osi
Laz

PALOMA b 1 16
2 89

1 Ami-IV
2 Ami-SC

PK

PAPILLON EGFRex20

NSCLC

308
153
155

Ami-IV/CP
CP

* 1 6 EGFR NSCLC 2
EGFRex20 NSCLC 3 3b Osi EGFR

NSCLC

7.2
PK 6.2 MARIPOSA-2

MARIPOSA PAPILLON Ami-IV
7 4 9 350 mg 7 2 17

350 mg 6 8 14
350 mg
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7.1
7.1.1
7.1.1.1 CTD5.3.5.1.1 PALOMA-3 2022 8

2024 1 3
Osi 6 EGFR 7

NSCLC 400 8 Ami-SC/Laz Ami-IV/Laz PK
20

186
Ami-SC/Laz Ami-IV/Laz 2

10 418 Ami-SC/Laz 206 Ami-IV/Laz 212
FAS Ami-SC/Laz 26 Ami-IV/Laz 30

2 Ami-IV/Laz 2 416 Ami-SC/Laz 206
Ami-IV/Laz 210 Ami-SC/Laz 26 Am-
IV/Laz 30 1 1
414 Ami-SC/Laz 206 Ami-IV/Laz 208 PK 1

Ami-SC Ami-IV 302 Ami-SC/Laz 160 Ami-
IV/Laz 142 2 1 Ami AUCD1-D15

272 Ami-SC/Laz 140 Ami-IV/Laz 132 2
AUCD1-D15

2 1 Ami 11 2
AUCD1-D15 Ami-IV/Laz Ami-SC/Laz AUCD1-D15

90%CI 0.80
Ami AUCD1-D15

6 NSCLC Osi EGFR-TKI
6

1
7 EGFR

Ex19del L858R
8 2 1 Ami AUCD1-D15 Ami-IV/Laz

Ami-SC/Laz 1 56% 0.8
5% 95% 400

60% 2.5%
80%

9 Ami Laz
10 EGFR Ex19del L858R

Osi EGFR-TKI
11 4 1 PK

2 1
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Ami-SC/Laz Ami-IV/Laz 2 1 Ami 11
90%CI 0.8 12

11 Ami
Ami-SC/Laz Ami-IV/Laz

160 142
μg/mL 335 32.7 293 31.7
90%CI 1.145 1.040, 1.261

%

Ami-SC/Laz Ami-IV/Laz 2 AUCD1-D15 12
90%CI 0.8

12 Ami AUCD1-D15

Ami-SC/Laz Ami-IV/Laz
140 132

AUCD1-D15 μg h/mL 135,861 30.7 131,704 24.0
90%CI 1.032 0.976, 1.090

%

RECIST ver.1.1
2024 1 3 13 13

95%CI 2.45 11.34, 6.44

13
RECIST ver.1.1 FAS 2024 1 3

%
Ami-SC/Laz

206
Ami-IV/Laz

212
CR 1 0.5 1 0.5
PR 61 29.6 68 32.1
SD 93 45.1 81 38.2
PD 37 18.0 42 19.8
NE 14 6.8 20 9.4
CR PR

95%CI*1 %
62

30.1 23.9, 36.9
69

32.5 26.3, 39.3
95%CI *2 0.92 0.70, 1.23

*1 Clopper-Pearson *2

30 Ami-SC/Laz 23/206
11.2% Ami-IV/Laz 37/210 17.6% Ami-SC/Laz

16 Ami-IV/Laz 26 Ami-SC/Laz
1 Ami-IV/Laz 3 2

1

12 4 1 Ami % Ami-SC/Laz Ami-IV/Laz
206 39.1 144 41.5 μg/mL Ami-IV/Laz Ami-SC/Laz

90%CI 1.427 1.266, 1.610
13 Cochran-Mantel-Haenszel

95%CI 0.91 0.68, 1.21
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Ami-SC/Laz 1 Ami-IV/Laz 3
1

30 Ami-SC/Laz 1 Ami-
IV/Laz 3 Ami-IV/Laz 2

Ami-SC 1 Ami-IV/Laz 1 Ami-SC/Laz 1

7.1.1.2 CTD5.3.5.2.2.1 PALOMA-2 1 6 2022 11
2024 1 6

EGFR 14 NSCLC
1 65 6 65 Ami-SC/Laz PK

9 46
Ami-SC/Laz 2

15

126 1 68 6 58 2023 7 20
3

113 1 68 6 45 Full Efficacy Analysis Set
6 1 125

RECIST ver.1.1
14 16

14
RECIST ver.1.1 Full Efficacy Analysis Set 2024 1 6

%
1

68
6

45
CR 0 0
PR 46 67.6 29 64.4
SD 18 26.5 16 35.6
PD 2 2.9 0
NE 2 2.9 0
CR PR

95%CI* %
46

67.6 55.2, 78.5
29

64.4 48.8, 78.1
* Clopper-Pearson

30 1 1/68 1.5%
6 1/57 1.8% 1 6 1

14 EGFR
Ex19del L858R

15 Ami Laz 1
6

16 2024 10 24 1 6
68 67 95%CI % 72.1 59.9, 82.3 67.2 54.6,
78.2
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7.1.1.3 CTD5.3.5.2.2.2 PALOMA-2 2 3 3b 2022 11
2024 3 6

2 65 3 65 3b 65 Ami-
SC/CP PK 12

69 2 3b
2 EGFRex20 17 NSCLC
3 3b Osi 18 EGFR 19

NSCLC

Ami-SC/CP 2

96 2 65 3b 31 2023 10 30
3 24

2 24 3b 0 Full Efficacy Analysis Set
2 2
2 7 3b 3

RECIST ver.1.1
15 20

15
RECIST ver.1.1 Full Efficacy Analysis Set 2024 3 6

%
2

24
CR 0
PR 15 62.5
SD 8 33.3
PD 0
NE 1 4.2
CR PR

95%CI* %
15

62.5 40.6, 81.2
* Clopper-Pearson

17 EGFRex20

18 NSCLC EGFR-TKI Osi
NSCLC

12 NSCLC
Osi

19 EGFR
Ex19del L858R

20 2024 10 24 2 3b
66 77 95%CI % 71.2 58.7, 81.7 40.3

29.2, 52.1
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30 2 2/65 3.1%
3b 1/31 3.2% 2

1 3b 1
30

7.1.2
7.1.2.1 b CTD5.3.5.2.1 PALOMA 1 2 2020 11

2023 10 30
166 Ami-IV Ami-SC SC PK

21 12
Ami-IV Ami-SC 2

105 1 16 2 89 Ami-IV Ami-SC SC
DLT 1 1a 1b 2

2a 2b 3a 4a 28 2 5a 21
DLT 105 DLT Ami-SC Q2W Q3W

RP2D PK

Ami-SC Q2W
80 kg

1 1 8 15 22 1,600mg 2 1 15
1,600 mg

80 kg
1 1 8 15 22 2,240mg 2 1 15

2,240 mg
Ami-SC Q3W

80 kg
1 1 1,600 mg22 8 15 2,400 mg 2 Q3W

2,400 mg
80 kg

1 1 2,240 mg22 8 15 3,360 mg 2 Q3W
3,360 mg

21 1 rHuPH20 Ami-IV 50 mg/mL SC PK
2 rHuPH20 Ami-SC 160 mg/mL SC PK

22 2 5a 1 1 Ami-SC 2,560 mg 80 kg 3,360 mg
80 kg infusion reaction MedDRA PT

Q2W Q2W 12.0% Q3W 20.0% infusion reaction
infusion reaction Ami-SC Q3W RP2D 1

1 1,600 mg 80 kg 2,240 mg 80 kg Q3W
RP2D Ami-SC PALOMA-2 2 3b infusion reaction
7.7 9.7%
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30 1a 1b 2a 2b
3a 4a 5a 1/8 12.5% 1/8 12.5% 1/9 11.1% 0/8 0% 5/25

20.0% 1/22 4.5% 2/25 8.0% 2a
1 3a 3 5a 1 1a 1

1b 1 3a 2 4a 1
5a 1 Ami-SC

7.R
7.R.1

Ami-SC
PALOMA-3

19 9 28
0928010

3 12 10
30 6 12

0612 1 PALOMA-3
PALOMA-3 Ami-IV MARIPOSA-2 MARIPOSA

PAPILLON
PALOMA-2 Ami-IV Ami-SC Laz CP

7.R.2
Ami-SC Laz CP

Ami-IV Laz CP
EGFRex20 NSCLC Ami

CP
EGFR NSCLC Ami

Laz
Osi EGFR NSCLC

Ami CP

7.R.2.1
PALOMA-3

Ami-IV Ami AUCD1-D15 Ami-SC
Ami AUCD1-D15 Ami-SC

PALOMA-3 2 1 Ami
2 AUCD1-D15

PFS
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Ami EGFR MET EGFR MET
EGFR MET

Ami-IV EGFRex20 NSCLC
EGFR NSCLC Osi

EGFR NSCLC
time to event

Ami-SC Ami-IV Ami
Ami-SC Ami-IV Ami-IV

Ami-SC

Ami-IV Ami-SC AUCD1-D15

Ami-IV Ami-SC AUCD1-D15

90%CI 0.8 95%CI 0.6

AUCD1-D15 2 3 19
0319 1

90%CI 0.8 1.25
PALOMA-3 b

CHRYSALIS-2 A Ami-IV/Laz 95%CI
23% 60% 13.8% PALOMA-3

10% 23

Ami AUCD1-D15 Ami-SC
AUCD1-D15

Ami-SC PALOMA-3 Ami AUCD1-D15

time to event

7.R.2.2
Ami-SC

PALOMA-3 2 1 Ami
2 AUCD1-D15 Ami-IV/Laz Ami-SC/Laz

23 J Clin Oncol 2004; 22: 1589-97
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7.1.1.1 Ami-IV/Laz Ami-SC/Laz
95%CI 0.92 0.70, 1.23 24 7.1.1.1

PFS Kaplan-Meier 2024 1 3
16 3

16 PFS
PALOMA-3 RECIST ver.1.1 FAS 2024 1 3

Ami-SC/Laz Ami-IV/Laz
206 212

% 103 50.0 116 54.7
95%CI 6.11 4.30, 8.11 4.30 4.14, 5.72

95%CI * 0.84 0.64, 1.10
* EGFR Ex19del L858R

Osi EGFR-TK Cox

3 PFS Kaplan-Meier
PALOMA-3 RECIST ver.1.1 FAS 2024 1 3

PALOMA-3 OS Kaplan-Meier 2024
1 3 17 4

24 Wilson 95%CI % 2.45 11.34, 6.44



25

17 OS PALOMA-3 FAS 2024 1 3
Ami-SC/Laz Ami-IV/Laz

206 212
% 43 20.9 62 29.2

95%CI 12.85 12.85, 10.18,
95%CI *1 0.62 0.42, 0.92

*1 EGFR Ex19del L858R
Osi EGFR-TKI

Cox

4 OS Kaplan-Meier
PALOMA-3 FAS 2024 1 3

PALOMA-3 PFS Kaplan-Meier
18 19 5

18
PALOMA-3 RECIST ver.1.1 2024 1 3

%
Ami-SC/Laz

26
Ami-IV/Laz

30
CR 0 0
PR 10 38.5 9 30.0
SD 13 50.0 11 36.7
PD 1 3.8 6 20.0
NE 2 7.7 4 13.3
CR PR

95%CI* %
10

38.5 20.2, 59.4
9

30.0 14.7, 49.4
* Clopper-Pearson
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19 PFS
PALOMA-3 RECIST ver.1.1 2024 1 3

Ami-SC/Laz Ami-IV/Laz
26 30

% 7 26.9 14 46.7
95%CI 4.24, 4.50 2.66,

95%CI * 0.44 0.18, 1.10
* Cox

5 PFS Kaplan-Meier
PALOMA-3 RECIST ver.1.1 2024 1 3

PALOMA-3 Osi EGFR
NSCLC Laz Ami-SC

Q2W PK EGFRex20
NSCLC EGFR

NSCLC Osi EGFR
NSCLC Ami-SC

Ami-SC Ami-IV

Ami 6.R.1
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PALOMA-2 1 6 2 3b 7.1.1.2
7.1.1.3 Ami-IV/Laz Ami-IV/CP

25

PALOMA-3 PALOMA-2
EGFRex20 NSCLC EGFR

NSCLC Osi EGFR
NSCLC Ami-SC Ami-IV

PALOMA-3 2 1 Ami
2 AUCD1-D15 7.1.1.1

PALOMA-3 Ami-SC/Laz
Ami-IV/Laz 7.1.1.1
PALOMA-3 PFS
OS Ami-IV/Laz Ami-SC/Laz
PALOMA-2

Ami-IV

PALOMA-3 PALOMA-2
Ami-SC Ami-

IV
Ami-SC Ami 6.2.5
PALOMA-3 Ami-SC/Laz Ami-IV/Laz

Ami-IV PK 6 8 14
350 mg

Ami-IV
6 8 14 350 mg

25 PALOMA-2 1 6 MARIPOSA Ami-IV/Laz
95%CI % 72.3 67.8, 76.4 PALOMA-2 2

PAPILLON Ami-IV/CP 95%CI % 62.1 53.9, 69.8
PALOMA-2 3b MARIPOSA-2 Ami-IV/CP

95%CI % 44.3 35.6, 53.2
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7.R.3 7.2

Ami-SC Ami-IV
26

Ami-SC
Ami-SC

Ami-SC

7.R.3.1
PALOMA-3 Ami-SC

PALOMA-3 20 Ami-SC/Laz
21 22

20 PALOMA-3 2024 4 16
%

Ami-SC/Laz
206

Ami-IV/Laz
210

204 99.0 210 100
Grade 3 118 57.3 127 60.5

9 4.4 12 5.7
68 33.0 73 34.8

* 29 14.1 39 18.6
Ami-SC Ami-IV 26 12.6 36 17.1
Laz 29 14.1 35 16.7

* 129 62.6 174 82.9
Ami-SC Ami-IV 111 53.9 158 75.2
Laz 116 56.3 121 57.6

* 71 34.5 62 29.5
Ami-SC Ami-IV 41 19.9 31 14.8
Laz 63 30.6 52 24.8

*

26 infusion reaction ILD
Laz 7 2 17 350 mg
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21 Ami-SC/Laz *

PALOMA-3 2024 4 16

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210

116 56.3 112 53.3
98 47.6 81 38.6
96 46.6 93 44.3
67 32.5 71 33.8
61 29.6 53 25.2
60 29.1 65 31.0
58 28.2 69 32.9
47 22.8 45 21.4

ALT 47 22.8 58 27.6
46 22.3 53 25.2
45 21.8 42 20.0
45 21.8 40 19.0
45 21.8 42 20.0

AST 43 20.9 46 21.9
43 20.9 38 18.1
39 18.9 44 21.0
35 17.0 26 12.4
35 17.0 28 13.3
33 16.0 14 6.7
32 15.5 23 11.0
29 14.1 36 17.1
27 13.1 21 10.0
27 13.1 139 66.2
26 12.6 23 11.0
26 12.6 16 7.6
24 11.7 25 11.9
24 11.7 25 11.9
24 11.7 16 7.6
24 11.7 25 11.9

ALP 23 11.2 21 10.0
22 10.7 13 6.2

GGT 21 10.2 14 6.7
21 10.2 20 9.5
21 10.2 16 7.6

Grade 3
21 10.2 15 7.1
11 5.3 10 4.8
10 4.9 9 4.3

8 3.9 6 2.9
* 10% Grade3 3%
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22 Ami-SC/Laz *1

PALOMA-3 2024 4 16

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210

2 1.0 3 1.4

9 4.4 7 3.3
ALT 4 1.9 3 1.4
COVID-19 4 1.9 4 1.9

4 1.9 1 0.5
4 1.9 8 3.8

*2

8 3.9 7 3.3
4 1.9 4 1.9
3 1.5 1 0.5

*2

32 15.5 16 7.6
29 14.1 19 9.0
28 13.6 19 9.0

ALT 10 4.9 8 3.8
COVID-19 9 4.4 14 6.7

9 4.4 7 3.3
7 3.4 5 2.4

*2

20 9.7 11 5.2
17 8.3 13 6.2
15 7.3 11 5.2

*1 1% 1.5%
3% *2

EGFRex20 NSCLC
EGFR NSCLC Osi
EGFR NSCLC Ami-SC

Ami-IV

PALOMA-2 Ami-IV Ami-SC Ami-IV
23 25
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23 PALOMA-2 2 PAPILLON Ami-IV/CP *1

%
PALOMA-2

2
Ami-SC/CP

66

PAPILLON
Ami-IV/CP

151

66 100 151 100
Grade 3 47 71.2 114 75.5

3 4.5 7 4.6
28 42.4 56 37.1

*2 18 27.3 36 23.8
Ami-SC Ami-IV 12 18.2 17 11.3
CP 17 25.8 31 20.5

*2 49 74.2 122 80.8
Ami-SC Ami-IV 48 72.7 117 77.5
CP 35 53.0 88 58.3

*2 39 59.1 73 48.3
Ami-SC Ami-IV 27 40.9 54 35.8
CP 25 37.9 43 28.5

*1 PALOMA-2 2024 10 24 PAPILLON 2023 5 3
*2

24 PALOMA-2 1 6 MARIPOSA Ami-IV/Laz *1

%
PALOMA-2

1 6
Ami-SC/Laz

135

MARIPOSA
Ami-IV/Laz

421

135 100 421 100
Grade 3 86 63.7 316 75.1

2 1.5 34 8.1
46 34.1 205 48.7

*2 25 18.5 147 34.9
Ami-SC Ami-IV 25 18.5 145 34.4
Laz 15 11.1 85 20.2

*2 110 81.5 382 90.7
Ami-SC Ami-IV 103 76.3 370 87.9
Laz 83 61.5 299 71.0

*2 79 58.5 249 59.1
Ami-SC Ami-IV 68 50.4 193 45.8
Laz 54 40.0 176 41.8

*1 PALOMA-2 2024 10 24 MARIPOSA 2023 8 11
*2
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25 PALOMA-2 3b MARIPOSA-2 Ami-IV/CP *1

%
PALOMA-2 3b

Ami-SC/CP
77

MARIPOSA-2
Ami-IV/CP

130
77 100 130 100

Grade 3 53 68.8 94 72.3
4 5.2 3 2.3

25 32.5 42 32.3
*2 19 24.7 24 18.5

Ami-SC Ami-IV 7 9.1 20 15.4
CP 18 23.4 16 12.3

*2 47 61.0 107 82.3
Ami-SC Ami-IV 46 59.7 104 80.0
CP 31 40.3 65 50.0

*2 38 49.4 53 40.8
Ami-SC Ami-IV 24 31.2 22 16.9
CP 31 40.3 41 31.5

*1 PALOMA-2 2024 10 24 MARIPOSA-2 2023 7 10
*2

PALOMA-3 Ami-SC Ami-SC

Ami-SC
Ami-SC

7.R.3.2
PALOMA-3 Ami-SC

PALOMA-3 Ami-SC 26
27

26 PALOMA-3 Ami-SC/Laz 2024 4 16
%

26 180
26 100 178 98.9

Grade 3 14 53.8 104 57.8
1 3.8 8 4.4
8 30.8 60 33.3

* 5 19.2 24 13.3
Ami-SC 5 19.2 21 11.7
Laz 5 19.2 24 13.3

* 21 80.8 108 60.0
Ami-SC 18 69.2 93 51.7
Laz 20 76.9 96 53.3

* 9 34.6 62 34.4
Ami-SC 6 23.1 35 19.4
Laz 8 30.8 55 30.6

*
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27 *1

PALOMA-3 Ami-SC/Laz 2024 4 16

PT
MedDRA ver.25.1

%

26 180

19 73.1 48 26.7
18 69.2 80 44.4
15 57.7 43 23.9
12 46.2 48 26.7
11 42.3 6 3.3

8 30.8 16 8.9
Grade 3

7 26.9 14 7.8
6 23.1 5 2.8

1 3.8 1 0.6

2 7.7 2 1.1
*2

2 7.7 1 0.6
1 3.8 3 1.7
1 3.8 0

*2

11 42.3 18 10.0
9 34.6 23 12.8
5 19.2 1 0.6

*2

4 15.4 11 6.1
3 11.5 0
2 7.7 2 1.1

*1 15% Grade 3 10% 1%
5% 2%

10% 5%
*2

PALOMA-3 Ami-SC
PALOMA-3

Ami-SC Ami-SC

Ami-SC

Ami-SC Ami-IV
infusion reaction PALOMA-3 Ami-SC

EGFR MET
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7.R.3.3 infusion reaction
Ami-SC infusion reaction27

PALOMA-3 infusion reaction 28 29 PALOMA-
3 Ami-SC/Laz Ami-IV/Laz infusion reaction

1 1 305 1 1 469

28 infusion reaction PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
Grade Grade 3 Grade Grade 3

infusion reaction* 27 13.1 1 0.5 139 66.2 8 3.8
27 13.1 1 0.5 139 66.2 8 3.8

1 0.5 0 2 1.0 0
*

29 infusion reaction PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
infusion reaction 0 0

infusion reaction 0 2 1.0
0 2 1.0

infusion reaction* 0 4 1.9
0 4 1.9

infusion reaction* 2 1.0 117 55.7
2 1.0 117 55.7

infusion reaction* 0 0
*

PALOMA-3 Ami-SC 28 Ami-SC
29 infusion reaction 30

30 Ami-SC infusion reaction
PT MedDRA 

ver.25.1 Grade Ami-SC

PALOMA-2
1 5  Laz 2 1 1 

PALOMA-2
6 

5 Laz 2 1 1
4 Laz 2 1 1

PALOMA-3 Ami-SC infusion reaction
Ami-SC/Laz 98.5%

94.7% 100%

27 MedDRA PT PALOMA-3 PALOMA PALOMA-2

1 2
4 3

28 PALOMA 1 2 PALOMA-2 1 2 3b 6 
29
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Ami-SC

1 1 H2

1 8 H2

PALOMA-3 Ami-IV/Laz Ami-SC/Laz infusion reaction
Ami-SC/Laz Grade 3 infusion reaction infusion reaction infusion 

reaction PALOMA-3 Ami-SC infusion 
reaction Ami-SC Ami-IV infusion 
reaction

Ami-SC infusion reaction

7.R.3.4
Ami-SC 30

PALOMA-3 31 32 PALOMA-3
Ami-SC/Laz 14 1 210

Ami-IV/Laz

31 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
Grade 3 Grade 3

* 23 11.2 0 0 0
20 9.7 0 0 0

2 1.0 0 0 0
1 0.5 0 0 0

*

32 *1 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210

*2 1 0.5 0
1 0.5 0

*1
*2

PALOMA-3 Ami-SC 28 Ami-SC
29

30 MedDRA HLT MedDRA PT PALOMA-3
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PALOMA-3 Grade 3
Ami-SC SC Ami-SC

7.R.3.5 ILD
Ami-SC ILD31

PALOMA-3 ILD 33 34 PALOMA-3 Ami-
SC/Laz Ami-IV/Laz ILD

85 10 253 105 8 454

33 ILD PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
Grade Grade 3 Grade Grade 3

ILD* 15 7.3 8 3.9 10 4.8 3 1.4
9 4.4 6 2.9 7 3.3 3 1.4
4 1.9 2 1.0 1 0.5 0
2 1.0 0 2 1.0 0
1 0.5 0 0 0

*

34 ILD PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
ILD 2 1.0 3 1.4

2 1.0 3 1.4
ILD 13 6.3 8 3.8

9 4.4 7 3.3
4 1.9 1 0.5
1 0.5 0

ILD* 11 5.3 8 3.8
8 3.9 7 3.3
3 1.5 1 0.5
1 0.5 0

ILD* 2 1.0 2 1.0
1 0.5 0
1 0.5 1 0.5

0 1 0.5
ILD* 0 0

*

PALOMA-3 Ami-SC 28 Ami-SC
29 ILD 35

31 MedDRA SMQ
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35 Ami-SC ILD
PT

MedDRA 
ver.25.1

Grade Ami-SC

PALOMA-3

6 Laz 2 113

5 Laz 4 10 

8 Laz
3 22 29
5 51 1

6  Laz 1 134

7  Laz
3 107 3 

4 109 68 

6 Laz 1 66

5  Laz 2 171

6  Laz
4 148 2
5 149 1

6 Laz 3 20
6 Laz 3 13 8
5 Laz 3 166 7

PALOMA-2

1 6

7 Laz 2 221

6  Laz 3 260

5  Laz 3 88 

6 Laz 3 123

PALOMA-2

2

7  CP 2 133 133*

5 CP 2 253 28
8 CP 4 124
7 CP 2 119 114

PALOMA

3a

6 1 134

5  2 30 

*

PALOMA-3 ILD PALOMA-3 Ami-SC
Ami-SC ILD ILD

EGFR MET Ami-SC
ILD Ami-SC ILD

7.R.3.6
Ami-SC 32

32 MedDRA SOC MedDRA PT
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PALOMA-3 36 37
PALOMA-3 Ami-SC/Laz Ami-IV/Laz

72.5 1 458 54 1 418

36 *1 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
Grade 3 Grade 3

*2 176 85.4 41 19.9 186 88.6 31 14.8
116 56.3 8 3.9 112 53.3 6 2.9

96 46.6 10 4.9 93 44.3 9 4.3
67 32.5 21 10.2 71 33.8 15 7.1
35 17.0 0 26 12.4 0
24 11.7 0 25 11.9 0
15 7.3 0 15 7.1 0
11 5.3 1 0.5 10 4.8 0

6 2.9 0 6 2.9 0
6 2.9 1 0.5 5 2.4 0
5 2.4 0 1 0.5 0
5 2.4 1 0.5 1 0.5 0
4 1.9 0 8 3.8 2 1.0
4 1.9 0 6 2.9 0
4 1.9 0 4 1.9 0
3 1.5 0 2 1.0 0
3 1.5 0 1 0.5 1 0.5
2 1.0 0 0 0
2 1.0 0 3 1.4 0
2 1.0 0 1 0.5 1 0.5
2 1.0 0 2 1.0 0
2 1.0 0 0 0
2 1.0 0 0 0
2 1.0 0 1 0.5 0
2 1.0 1 0.5 2 1.0 0
2 1.0 1 0.5 1 0.5 0
2 1.0 0 1 0.5 0

*1 PT Ami-SC 1% *2
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37 *1 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
0 0

1 0.5 3 1.4
*2 7 3.4 8 3.8

4 1.9 4 1.9
2 1.0 2 1.0

*2 71 34.5 54 25.7
32 15.5 16 7.6
29 14.1 19 9.0
28 13.6 19 9.0
3 1.5 2 1.0
3 1.5 0
3 1.5 1 0.5
2 1.0 1 0.5
2 1.0 2 1.0
2 1.0 1 0.5

*2 46 22.3 36 17.1
20 9.7 11 5.2
17 8.3 13 6.2
15 7.3 11 5.2

2 1.0 0
*1 PT Ami-SC/Laz 2 *2

PALOMA-3 Ami-SC 28 Ami-SC
29 38

38 Ami-SC
PT

MedDRA 
ver.25.1

Grad
e 

Ami-SC

PALOMA-3 6 Laz 3 244

PALOMA-2 
1

6

7 Laz 3 451 8
7 Laz 3 67 13
3 Laz 3 330 9
7 Laz 3 113 21
8 Laz 3 52

PALOMA-2
2

5 CP 3 86 55
5 CP 3 117 7

PALOMA-2
3b

7 CP 3 43 3
6 CP 3 79 21

PALOMA
4a 6  2 64 

PALOMA-3 Ami-SC
TEN Stevens-Johnson

PALOMA-3
SPF 30

PALOMA-3 1 1
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8 PALOMA-3

Ami-SC/Laz 5.3% 11/206 Ami-IV/Laz 10.5% 22/210

PALOMA-3 Grade 3
PALOMA-3 Ami-SC Ami-SC

EGFR MET
Ami-SC

Ami-SC

7.R.3.7
Ami-SC 33

PALOMA-3 39 40 PALOMA-
3 Ami-SC/Laz Ami-IV/Laz

114 17 390 117 12 325

39 *1 PALOMA-3

PT
MedDRA ver. 25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
Grade 3 Grade 3

*2 24 11.7 3 1.5 37 17.6 10 4.8
8 3.9 0 13 6.2 1 0.5
8 3.9 2 1.0 14 6.7 7 3.3
3 1.5 0 3 1.4 0
3 1.5 0 6 2.9 1 0.5
2 1.0 0 3 1.4 0
2 1.0 0 1 0.5 0
1 0.5 1 0.5 3 1.4 1 0.5

*1 PT 2 *2

33 MedDRA SMQ MedDRA PT
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40 PALOMA-3

PT
MedDRA ver. 25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
0 0

5 2.4 10 4.8
2 1.0 4 1.9
1 0.5 5 2.4
1 0.5 0
1 0.5 1 0.5

0 1 0.5
0 1 0.5

* 0 3 1.4
0 2 1.0
0 1 0.5
0 1 0.5

* 6 2.9 9 4.3
4 1.9 7 3.3
3 1.5 2 1.0
1 0.5 1 0.5

0 1 0.5
0 1 0.5

* 1 0.5 1 0.5
1 0.5 1 0.5

*

PALOMA-3 Ami-SC 28 Ami-SC
29 41

41 Ami-SC

PT MedDRA 
ver.25.1 Grade

Ami-SC

PALOMA-3

7 Laz 2 156
6 Laz 2 17 253
5 Laz 3 169 7
5 Laz 2 22
6 Laz 3 115 13

PALOMA-2
1

6

5 Laz 2 155 2

6  Laz 2 279 111
2 281 109

3 Laz 3 4 4

7  Laz 2 52 5 

5  Laz
3 227 14
3 231 10

7 Laz 2 144 39
PALOMA-2

2
7 CP 3 48
5 CP 3 253 8
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Ami-IV/Laz 34

PALOMA-3 4
Ami-SC/Laz Ami-IV/Laz

79.6% 81.4% 35

Ami-SC/Laz
Ami-IV/Laz 16.7% 7/42 30.8% 12/39

4 36 9.4% 10/106 17.0% 19/112
37 12.1% 7/58 10.2% 6/59

Ami-SC/Laz
Ami-SC/Laz

Ami-SC/Laz
7.R.5.1 Ami-SC

Ami-IV/Laz
PALOMA-3 Ami-SC/Laz Ami-SC

Ami-SC/CP Ami-SC
1 CP Ami-SC/CP

Ami-IV/CP
Ami-IV Ami-SC/CP

7.R.3.8
Ami-SC 38

34 MARIPOSA Osi Laz Ami-IV/Laz IDMC
Ami-IV/Laz Ami-IV/Laz 4

3 2022 8 22 Ami-IV/Laz
4

35 Ami-SC/Laz Ami-IV/Laz 26.9% 30.0%

36 1 1 1 1 3
5 1

37 1 1 1 1 3 5
1

38 MedDRA SMQ
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PALOMA-3 42 43 PALOMA-
3 Ami-SC/Laz Ami-IV/Laz

181 63 299 108 37 327

42 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
Grade 3 Grade 3

* 2 1.0 2 1.0 7 3.3 3 1.4
1 0.5 1 0.5 2 1.0 1 0.5
1 0.5 1 0.5 0 0

0 0 1 0.5 0
0 0 1 0.5 1 0.5
0 0 2 1.0 1 0.5
0 0 1 0.5 0
0 0 1 0.5 0

*

43 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
0 1 0.5
0 1 0.5

2 1.0 4 1.9
1 0.5 1 0.5
1 0.5 0

0 1 0.5
0 1 0.5
0 1 0.5

* 0 2 1.0
0 1 0.5
0 1 0.5

* 2 1.0 1 0.5
1 0.5 0
1 0.5 0

0 1 0.5
* 0 0

*

PALOMA-3 Ami-SC 28 Ami-SC
29 44

44 Ami-SC

PT MedDRA 
ver.25.1 Grade Ami-SC

PALOMA-3 8 Laz 3 299 7

Ami-SC/Laz
Ami-SC/Laz Ami-SC
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Ami-IV/Laz
PALOMA-3 Ami-SC/Laz Ami-SC

Ami-IV/CP
Ami-SC/CP Ami-SC

Ami-SC/CP

7.R.3.9
Ami-SC 39

PALOMA-3 45 46
PALOMA-3 Ami-SC/Laz Ami-IV/Laz

62 17 204
44.5 1 256

45 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
Grade 3 Grade 3

* 12 5.8 3 1.5 11 5.2 0
8 3.9 3 1.5 9 4.3 0
5 2.4 0 3 1.4 0

*

46 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
0 0

1 0.5 1 0.5
1 0.5 1 0.5

* 0 0
* 1 0.5 1 0.5

1 0.5 1 0.5
* 0 0

*

PALOMA-3 Ami-SC 28 Ami-SC
29

39 MedDRA HLT
MedDRA PT
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PALOMA-3 Ami-SC/Laz Ami-IV/Laz
Ami-IV

Ami-SC
PALOMA-3 Grade Ami-SC/Laz Ami-

IV/Laz MET
Ami-IV

7.R.3.10
Ami-SC 40

PALOMA-3 47 48 PALOMA-3 Ami-
SC/Laz Ami-IV/Laz

37 1 276 18.5 1 338

47 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
Grade Grade 3 Grade Grade 3

45 21.8 3 1.5 40 19.0 2 1.0

48 PALOMA-3
%

Ami-SC/Laz
206

Ami-IV/Laz
210

0 0
1 0.5 0

* 0 0
* 5 2.4 2 1.0

* 4 1.9 0
*

PALOMA-3 Ami-SC 28 Ami-SC
29 49

40 MedDRA PT
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49 Ami-SC
PT

MedDRA 
ver.25.1

Grade Ami-SC

PALOMA-2
2 6 CP 3 3 5 

PALOMA-2 
3b 6 CP 

3 10 8
3 51 3
3 55 16

PALOMA-3 Ami-SC/Laz Ami-IV/Laz
Ami-IV Ami-SC

Ami-SC Ami-SC
EGFR Ami-IV

7.R.4
Ami-SC

EGFR 20

EGFR

EGFRex20 NSCLC
EGFRex20

Ami-SC

Ami-SC

EGFR NSCLC
EGFR

20

EGFR-TKI CBDCA PEM

Ami-SC

Ami-SC

7.R.2 7.R.3
Ami-SC



47

7.R.4.1 Ami-SC
41 EGFR

NSCLC EGFRex20
NSCLC Osi EGFR

NSCLC Ami-IV Ami-SC

NCCN
v.3.2025

NCI-PDQ
2025 3 5 ESMO

2025 2024

Ami-
IV/Laz

Other recommended

Ami-
IV/CP

Preferred

Ami-
IV/CP

Preferred

Ami-SC Ami-IV
PALOMA-3 Ami-SC Ami-IV PK Ami-SC
Ami-IV 7.R.2 7.R.3

Ami-SC EGFR NSCLC
EGFRex20 NSCLC Osi

EGFR NSCLC Ami-IV
Ami-SC Ami-IV

Ami-SC Ami-IV Ami-SC SC infusion reaction
Ami-IV

Ami-SC
Ami-SC Ami-IV

PALOMA-3 Ami-
IV

Ami-SC Ami-IV PALOMA-3
Ami-SC Ami-IV Infusion reaction

41 NCCN NSCLC v.3.2025 NCI-PDQ 2025 3 5 ESMO 2025
2024
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7.R.5
Ami-SC

EGFR 20
A EGFR 20

A B

A
3 1

80 kg
1

1
1,600 mg 20,000

8 15
2,400 mg 30,000

2 1
2,400 mg 30,000

80 kg
1

1
2,240 mg 28,000

8 15
3,360 mg 42,000

2 1
3,360 mg 42,000

B 4 1

80 kg
1

1 8
15 22

1,600 mg 20,000

2 1 15 1,600 mg 20,000

80 kg
1

1 8
15 22

2,240 mg 28,000

2 1 15 2,240 mg 28,000

Ami-SC infusion reaction Ami-
SC 1 1

H2

1 8

H2

Laz
4 1 2.5 mg

BID
EGFR-TKI EGFR 20

NSCLC
A

Ami-SC Laz CBDCA PEM
Ami-SC

7.R.5.3
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7.R.2 7.R.3
Ami-SC

7.R.5.1 Ami-SC
Ami-SC

PALOMA Ami-SC PK RP2D
PALOMA-2 PALOMA-3

EGFRex20 NSCLC EGFR
NSCLC Osi EGFR

NSCLC Ami-SC 7.R.2
7.R.3 PALOMA-2 PALOMA-3 Ami-SC

Ami-SC Ami-IV

6 5 31 0531 1
0531 3 0531 1 Ami-SC

PALOMA-3 infusion reaction Ami-IV

PALOMA-3

7.R.3.7 Ami-IV/Laz 7 2 17
350 mg Ami-IV/Laz Ami-SC/Laz

EGFR NSCLC Ami-IV/CP
Ami-SC

EGFR-TKI EGFR 20
NSCLC CP

Ami-SC Laz CBDCA PEM

Ami-SC
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EGFR 20
A EGFR 20

A B

A
3 1

80 kg
1

1
1,600 mg 20,000

8 15
2,400 mg 30,000

2 1
2,400 mg 30,000

80 kg
1

1
2,240 mg 28,000

8 15
3,360 mg 42,000

2 1
3,360 mg 42,000

B 4 1

80 kg
1

1 8
15 22

1,600 mg 20,000

2 1 15 1,600 mg 20,000

80 kg
1

1 8
15 22

2,240 mg 28,000

2 1 15 2,240 mg 28,000

Ami-SC infusion reaction Ami-
SC 1 1

H2

1 8

H2

Laz
4 1 2.5 mg

BID
EGFR-TKI EGFR 20

NSCLC
A

Ami-SC Laz CBDCA PEM

Ami-SC
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Ami-SC/Laz
EGFR NSCLC

7.R.5.2 Ami-IV Ami-SC
Ami-IV Ami-SC

Ami-IV Ami-SC PALOMA-2 4
2024 10 24 29 Ami-SC 25 Ami-SC/Laz 4

Ami-IV Ami-SC 1 Ami-SC Ami-IV Ami-SC
50

50 Ami-IV Ami-SC *

PALOMA-2 4 2024 10 24

MedDRA PT
MedDRA ver.25.1

%
25

Grade 3
11 44.0 1 4.0

5 20.0 0
10 40.0 1 4.0

6 24.0 1 4.0
AST 6 24.0 0

5 20.0 0
ALT 5 20.0 0

* 20%

PALOMA-3 Ami-SC Ami-IV PK
Ami-IV Ami-SC

Ami-IV Ami-SC
Ami-IV Ami-SC

7.R.5.3
Ami-SC

PALOMA-2 PALOMA-3 Ami-SC
Ami-SC

PALOMA-2 PALOMA-3
Ami-SC
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infusion 
reaction

PALOMA-2 PALOMA-3 Grade 3 infusion reaction*

Ami-IV
Grade 3 Ami

Grade 3 PALOMA-2 PALOMA-3 Grade 2

Grade 2
* MedDRA PT

Ami-SC

Ami Ami

Ami

1 2 3

1,600 mg 1,050 mg 700 mg
2,240 mg 1,600 mg 1,050 mg
2,400 mg 1,600 mg 1,050 mg
3,360 mg 2,240 mg 1,600 mg

Ami
Infusion Reaction

*

Grade 1 2

Grade 3

Grade 4

ILD

Laz

*

Grade 1 2

Grade 2 Laz
2

Grade 3

Grade 2
Laz 1 2 Grade 2

2 Grade 2

Grade 4
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*

Grade 2
1

Laz 28
28

Grade 3

Grade 1
1
1
4

Grade 4
* Grade NCI-CTCAE v5.0

7.R.6 RMP
Ami-SC 24 4 11 0411 1

0411 2 4 3 18
0318 2 0318 1 RMP

7.R.3 Ami-SC RMP
51

51 RMP

infusion reaction
Laz

ILD

Laz
Laz

7.R.7

Ami-SC Ami-IV
Ami-IV Ami

Ami-SC Ami-SC
Ami-IV Ami-IV

Ami-IV Ami
Ami-IV

Ami-SC Ami

7.2
7.1
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7.2.1 PALOMA-3
Ami-SC/Laz 204/206 99.0% Ami-IV/Laz 210/210 100%

Ami-SC/Laz 196/206 95.1% Ami-
IV/Laz 207/210 98.6% 10% 52
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52 10% PALOMA-3 2024 4 16

SOC
PT
MedDRA ver. 25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
Grade Grade 3 Grade Grade 3

204 99.0 118 57.3 210 100 127 60.5

96 46.6 10 4.9 93 44.3 9 4.3
67 32.5 21 10.2 71 33.8 15 7.1
35 17.0 0 26 12.4 0
24 11.7 0 25 11.9 0

116 56.3 8 3.9 112 53.3 6 2.9
COVID-19 19 9.2 2 1.0 21 10.0 2 1.0

61 29.6 1 0.5 53 25.2 3 1.4
58 28.2 1 0.5 69 32.9 5 2.4
45 21.8 0 42 20.0 1 0.5
45 21.8 3 1.5 40 19.0 2 1.0
45 21.8 2 1.0 42 20.0 1 0.5

98 47.6 11 5.3 81 38.6 10 4.8
46 22.3 1 0.5 53 25.2 3 1.4
35 17.0 0 28 13.3 0
24 11.7 6 2.9 25 11.9 4 1.9
24 11.7 0 16 7.6 1 0.5
18 8.7 1 0.5 21 10.0 2 1.0

60 29.1 6 2.9 65 31.0 1 0.5
47 22.8 3 1.5 45 21.4 5 2.4
32 15.5 4 1.9 23 11.0 2 1.0
26 12.6 0 23 11.0 0

33 16.0 0 14 6.7 0
27 13.1 2 1.0 21 10.0 3 1.4
19 9.2 1 0.5 26 12.4 3 1.4

ALT 47 22.8 6 2.9 58 27.6 8 3.8
AST 43 20.9 2 1.0 46 21.9 4 1.9

26 12.6 0 16 7.6 0
ALP 23 11.2 1 0.5 21 10.0 1 0.5

22 10.7 0 13 6.2 0
GGT 21 10.2 3 1.5 14 6.7 1 0.5

43 20.9 1 0.5 38 18.1 1 0.5
24 11.7 0 25 11.9 0
16 7.8 1 0.5 22 10.5 2 1.0

21 10.2 0 20 9.5 0
21 10.2 0 16 7.6 0

39 18.9 6 2.9 44 21.0 5 2.4
29 14.1 4 1.9 36 17.1 2 1.0

27 13.1 1 0.5 139 66.2 8 3.8

7 3.4 0 23 11.0 2 1.0
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7.2.2 PALOMA-2 1 6
1 6 68/68 100% 67/67 100%

68/68 100% 67/67 100%

15% 53
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53 15%
PALOMA-2 1 6 2024 10 24

SOC
PT
MedDRA ver.25.1

%
1

68
6

67
Grade Grade 3 Grade Grade 3

68 100 44 64.7 67 100 42 62.7

53 77.9 11 16.2 40 59.7 7 10.4
34 50.0 10 14.7 28 41.8 3 4.5
24 35.3 1 1.5 19 28.4 0
14 20.6 1 1.5 12 17.9 1 1.5
4 5.9 1 1.5 12 17.9 2 3.0

20 29.4 3 4.4 40 59.7 1 1.5
19 27.9 0 23 34.3 0
18 26.5 0 18 26.9 1 1.5
17 25.0 0 19 28.4 2 3.0

56 82.4 4 5.9 50 74.6 7 10.4
20 29.4 0 6 9.0 0
11 16.2 0 7 10.4 1 1.5

40 58.8 3 4.4 36 53.7 1 1.5
18 26.5 1 1.5 17 25.4 0
14 20.6 0 11 16.4 0
11 16.2 1 1.5 5 7.5 0

9 13.2 1 1.5 11 16.4 1 1.5

28 41.2 1 1.5 21 31.3 1 1.5
3 4.4 0 13 19.4 2 3.0

19 27.9 1 1.5 16 23.9 0
12 17.6 1 1.5 9 13.4 1 1.5
12 17.6 1 1.5 8 11.9 0

7 10.3 0 11 16.4 0

ALT 30 44.1 2 2.9 25 37.3 4 6.0
AST 28 41.2 1 1.5 24 35.8 2 3.0

16 23.5 0 10 14.9 0
13 19.1 1 1.5 9 13.4 1 1.5
10 14.7 0 12 17.9 0

7 10.3 0 11 16.4 0

15 22.1 0 7 10.4 0
5 7.4 0 11 16.4 0

16 23.5 0 9 13.4 3 4.5

13 19.1 0 7 10.4 0

7.2.3 PALOMA-2 2 3 3b
2 3b 3 66/66 100% 77/77 100% 70/70 100%

66/66 100% 75/77 97.4%
70/70 100%
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15% 54

54 15%
PALOMA-2 2 3b 3 2024 10 24

SOC
PT
MedDRA ver.25.1

%
2

66
3b

77
3

70
Grade Grade 3 Grade Grade 3 Grade Grade 3

66 100 47 71.2 77 100 53 68.8 70 100 62 88.6

31 47.0 1 1.5 35 45.5 2 2.6 42 60.0 4 5.7
24 36.4 4 6.1 27 35.1 3 3.9 29 41.4 2 2.9
23 34.8 0 32 41.6 0 24 34.3 0
15 22.7 1 1.5 20 26.0 6 7.8 20 28.6 3 4.3
12 18.2 2 3.0 15 19.5 2 2.6 14 20.0 3 4.3

45 68.2 3 4.5 42 54.5 2 2.6 42 60.0 3 4.3

30 45.5 6 9.1 39 50.6 3 3.9 27 38.6 3 4.3
26 39.4 3 4.5 16 20.8 2 2.6 22 31.4 4 5.7

8 12.1 0 12 15.6 0 4 5.7 0

36 54.5 7 10.6 27 35.1 5 6.5 31 44.3 9 12.9
16 24.2 0 25 32.5 1 1.3 26 37.1 3 4.3
14 21.2 4 6.1 10 13.0 2 2.6 9 12.9 0
11 16.7 5 7.6 14 18.2 4 5.2 17 24.3 5 7.1

7 10.6 3 4.5 4 5.2 1 1.3 12 17.1 0
7 10.6 4 6.1 13 16.9 1 1.3 17 24.3 6 8.6

33 50.0 19 28.8 43 55.8 26 33.8 50 71.4 35 50.0
30 45.5 10 15.2 27 35.1 5 6.5 32 45.7 6 8.6
27 40.9 9 13.6 31 40.3 10 13.0 30 42.9 11 15.7
18 27.3 4 6.1 24 31.2 12 15.6 20 28.6 13 18.6

7 10.6 2 3.0 3 3.9 1 1.3 17 24.3 9 12.9

27 40.9 1 1.5 19 24.7 0 20 28.6 4 5.7
11 16.7 3 4.5 22 28.6 4 5.2 23 32.9 10 14.3
10 15.2 1 1.5 16 20.8 2 2.6 25 35.7 7 10.0

9 13.6 0 6 7.8 1 1.3 13 18.6 1 1.4

ALT 21 31.8 1 1.5 25 32.5 4 5.2 26 37.1 3 4.3
AST 19 28.8 1 1.5 20 26.0 3 3.9 22 31.4 3 4.3

12 18.2 0 14 18.2 1 1.3 8 11.4 2 2.9

4 6.1 0 7 9.1 0 14 20.0 0

5 7.6 0 9 11.7 1 1.3 12 17.1 1 1.4

7.2.4 b PALOMA 1 2
1a 1b 2a 2b 3a 4a 5a 8/8 100.0% 8/8 100.0%

9/9 100.0% 8/8 100.0% 25/25 100.0% 55/56 98.2% 25/25 100.0%
8/8 100.0 % 8/8 100.0%

9/9 100.0% 8/8 100.0% 21/25 84.0% 52/56 92.9 % 23/25 92.0%
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15% 55 59

55 15%
PALOMA 1a 1b 2023 10 30

SOC
PT
MedDRA ver.26.0

%
1a

8
1b

8
Grade Grade 3 Grade Grade 3

8 100 5 62.5 8 100 1 12.5

4 50.0 0 3 37.5 0
2 25.0 0 0 0

4 50.0 0 4 50.0 0
2 25.0 0 0 0
2 25.0 0 2 25.0 0
2 25.0 0 2 25.0 0
2 25.0 0 0 0

0 0 2 25.0 0

3 37.5 0 1 12.5 0

2 25.0 0 0 0
1 12.5 0 2 25.0 0

0 0 2 25.0 0

3 37.5 0 0 0

2 25.0 0 3 37.5 0
1 12.5 0 2 25.0 0

0 0 2 25.0 0

2 25.0 0 0 0
2 25.0 2 25.0 0 0

2 25.0 0 0 0

2 25.0 0 0 0
1 12.5 0 2 25.0 0

2 25.0 0 1 12.5 0

1 12.5 0 2 25.0 0
0 0 2 25.0 0
0 0 3 37.5 0

2 25.0 1 12.5 0 0
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56 15%
PALOMA 2a 2b 2023 10 30

SOC
PT
MedDRA ver.26.0

%
2a

9
2b

8
Grade Grade 3 Grade Grade 3

9 100.0 4 44.4 8 100.0 2 25.0

1 11.1 0 3 37.5 0

5 55.6 0 6 75.0 0
2 22.2 0 1 12.5 0
2 22.2 0 0 0
2 22.2 0 3 37.5 0

2 22.2 0 1 12.5 0
3 33.3 0 4 50.0 0
2 22.2 0 2 25.0 0

3 33.3 0 3 37.5 0
2 22.2 0 0 0

1 11.1 0 2 25.0 0

2 22.2 1 11.1 1 12.5 1 12.5
1 11.1 0 2 25.0 0

2 22.2 0 1 12.5 0
1 11.1 0 2 25.0 0
1 11.1 0 3 37.5 0

ALT 0 0 2 25.0 0

2 22.2 0 0 0
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57 15%
PALOMA 3a 2023 10 30

SOC
PT
MedDRA ver.26.0

%
3a

25
Grade Grade 3

25 100.0 10 40.0

7 28.0 0

16 64.0 0
5 20.0 0

6 24.0 0
8 32.0 1 4.0

6 24.0 0
7 28.0 1 4.0
6 24.0 0
4 16.0 0

5 20.0 1 4.0
4 16.0 1 4.0

5 20.0 1 4.0
4 16.0 0

4 16.0 0

5 20.0 0
5 20.0 0

ALT 4 16.0 0
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58 15% PALOMA 4a 2024 7 11

SOC
PT
MedDRA ver.26.0

%
4a

56
Grade Grade 3

55 98.2 23 41.1

41 73.2 3 5.4
9 16.1 1 1.8

17 30.4 0
14 25.0 0
10 17.9 1 1.8

14 25.0 1 1.8
12 21.4 0

9 16.1 0

25 44.6 1 1.8

16 28.6 3 5.4

9 16.1 1 1.8

9 16.1 2 3.6

14 25.0 0
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59 15% PALOMA 5a 2023 10 30
SOC

PT
MedDRA ver.26.0

%
5a

25
Grade Grade 3

25 100.0 13 52.0

9 36.0 0

14 56.0 0
4 16.0 0

8 32.0 0

5 20.0 0
6 24.0 2 8.0
4 16.0 0

5 20.0 0

5 20.0 0
5 20.0 1 4.0

7 28.0 1 4.0

5 20.0 1 4.0

6 24.0 0

ALT 7 28.0 0
AST 5 20.0 0

8.
8.1

8.2 GCP

CTD 5.3.5.1.1 GCP

9. 1
EGFRex20 NSCLC EGFR

NSCLC Ami-IV
rHuPH20
Ami

EGFR MET
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Ami
Ami SC rHuPH20

EGFRex20 NSCLC EGFR
NSCLC

Ami-SC
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2

7 8 8

6 10 31

1.

20 12 25 20 8

1.1
1 7.R.2 Osi

EGFR NSCLC
PALOMA-3 EGFRex20

NSCLC EGFR
NSCLC Osi EGFR

NSCLC PALOMA-2
Ami-SC Ami-IV

PALOMA-3 2 1 Ami
2 AUCD1-D15

PALOMA-3 Ami-SC/Laz
Ami-IV/Laz
PALOMA-3 PFS
OS Ami-IV/Laz Ami-SC/Laz
PALOMA-2

Ami-IV
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1.2
1 7.R.3 Ami-SC

Ami-IV 42

Ami-SC
Ami-SC

Ami-SC

1.3
1 7.R.4

Ami-SC

EGFR 20

EGFR

EGFRex20 NSCLC
EGFRex20

Ami-SC

Ami-SC

EGFR NSCLC
EGFR

20

EGFR-TKI CBDCA PEM

Ami-SC

Ami-SC

1.4
1 7.R.5 Ami-SC

42 infusion reaction ILD
Laz 7 2 17 350 mg
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EGFR 20
A EGFR 20

A B

A
3 1

80 kg
1

1
1,600 mg 20,000

8 15
2,400 mg 30,000

2 1
2,400 mg 30,000

80 kg
1

1
2,240 mg 28,000

8 15
3,360 mg 42,000

2 1
3,360 mg 42,000

B 4 1

80 kg
1

1 8
15 22

1,600 mg 20,000

2 1 15 1,600 mg 20,000

80 kg
1

1 8
15 22

2,240 mg 28,000

2 1 15 2,240 mg 28,000

Ami-SC infusion reaction Ami-SC
1 1

H2

1 8
H2

Laz
4 1 2.5 mg BID

EGFR-TKI EGFR 20
NSCLC A

Ami-SC Laz CBDCA PEM
Ami-SC
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1.5 RMP
1 7.R.6 RMP

Ami-SC RMP 60

60 RMP

infusion reaction
Laz

ILD

Laz
Laz

1 7.R.7
Ami-IV Ami

Ami-IV Ami-SC
Ami

RMP 61

61 RMP

EGFR 20
NSCLC

EGFR 20

NSCLC CP

2.

Ami-SC

2 Ami-IV
14 9 23
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EGFR 20
EGFR

EGFR 20 A EGFR
20 A B

A 3 1

80 kg
1

1 1,600 mg 20,000
8 15 2,400 mg 30,000

2 1 2,400 mg 30,000

80 kg
1

1 2,240 mg 28,000
8 15 3,360 mg 42,000

2 1 3,360 mg 42,000

B 4 1

80 kg
1 1 8

15 22 1,600 mg 20,000

2 1 15 1,600 mg 20,000

80 kg
1 1 8

15 22 2,240 mg 28,000

2 1 15 2,240 mg 28,000

1.
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2.

3. CT

4.

EGFR 20
1. EGFR 20

2.

3.
EGFR

4. EGFR 20

5. EGFR

6.

1. infusion reaction 1 1
2 H2

1 8
H2



71

2. 4
1 2.5mg 1 2

3.

1 2 3
1,600 mg 1,050 mg 700 mg
2,240 mg 1,600 mg 1,050 mg
2,400 mg 1,600 mg 1,050 mg
3,360 mg 2,240 mg 1,600 mg

Infusion reaction
*

Grade 1 2

Grade 3

Grade 4

*

Grade 1 2

Grade 2 2

Grade 3

Grade 2
1 2 Grade 2

2 Grade 2

Grade 4

*

Grade 2

1

28
28

Grade 3

Grade 1
1
1
4

Grade 4
* Grade NCI-CTCAE v5.0
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4. EGFR EGFR 20
A

5.





ii

EGFR-TKI epidermal growth factor 
receptor-tyrosine kinase 
inhibitor

EGFR

ESMO European Society for Medical 
Oncology

ESMO Oncogene-
addicted metastatic non-small-
cell lung cancer: ESMO Living 
Guideline

Ex19del EGFR 19
F bioavailability
FAS full analysis set
FcRn neonatal Fc receptor Fc
Fc R Fc receptor Fc
GGT -glutamyl transferase -
HCP host cell protein
HI-HPLC hydrophobic interaction

high performance liquid
chromatography

HILIC hydrophobic interaction liquid
chromatography

HMW high molecular weight forms
ICH Q5E

17 4 26
0426001

ILD interstitial lung disease
IV
Ka absorption rate constant
Laz lazertinib mesilate hydrate
LMW low molecular weight forms
L858R EGFR 858 L

R
MedDRA Medical Dictionary for 

Regulatory Activities
ICH

MET mesenchymal epithelial 
transition factor

NCCN
NSCLC

National Comprehensive 
Cancer Network Clinical 
Practice Guidelines in 
Oncology, Non-Small Cell 
Lung Cancer

NCI-PDQ National Cancer Institute 
Physician Data Query

NSCLC non-small cell lung cancer
OS overall survival
Osi osimertinib mesylate
PEM pemetrexed sodium hydrate
PFS progression free survival
PK pharmacokinetics



iii

PPK population pharmacokinetics
PT preferred term
QD quaque die 1 1
QW quaque 1 week 1 1
Q2W quaque 2 weeks 2 1
Q3W quaque 3 weeks 3 1
RECIST Response Evaluation Criteria 

in Solid Tumors
rHuPH20

RMP Risk Management Plan
RP2D recommended Phase dose
SC
SEC size exclusion liquid 

chromatography
SMQ standardized MedDRA queries MedDRA
SOC system organ class

tmax
time to reach the maximum
concentration

U unit
V1 volume of distribution in the 

central compartment
V2 volume of distribution in the 

peripheral compartment

CHRYSALIS-2 73841937NSC1001
MARIPOSA 73841937NSC3003
MARIPOSA-2 61186372NSC3002
PALOMA 61186372NSC1003
PALOMA-2 61186372NSC2002
PALOMA-3 61186372NSC3004
PAPILLON 61186372NSC3001

CBDCA CDDP



2

7 10 20

6 10 31
1 1,600 mg

20,000
2

7 8 22

EGFR 20
EGFR

EGFR 20
EGFR

EGFR 20 A EGFR
20 A B
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A 3 1

80 kg 1
1 1,600 mg 20,000

8 15 2,400 mg 30,000
2 1 2,400 mg 30,000

80 kg
1

1 2,240 mg 28,000
8 15 3,360 mg 42,000

2 1 3,360 mg 42,000

B 4 1

80 kg
1 1 8

15 22 1,600 mg 20,000

2 1 15 1,600 mg 20,000

80 kg
1 1 8

15 22 2,240 mg 28,000

2 1 15 2,240 mg 28,000



7 10 20

6 10 31
1 1,600 mg

20,000

EGFR 20
EGFR

1. EGFR 20 EGFR EGFR

3 1

80 kg 1
1 1,600 mg 20,000

8 15 2,400 mg 30,000
2 1 2,400 mg 30,000

80 kg
1

1 2,240 mg 28,000
8 15 3,360 mg 42,000

2 1 3,360 mg 42,000

2. EGFR
4 1



2

80 kg
1 1 8

15 22 1,600 mg 20,000

2 1 15 1,600 mg 20,000

80 kg
1 1 8

15 22 2,240 mg 28,000

2 1 15 2,240 mg 28,000

1.
Osi EGFR
NSCLC PALOMA-3 Ami-SC

7
8 12

7 8 22

PALOMA-3 Ami-SC/Laz Ami-IV/Laz
Ami-IV

Ami-SC
PALOMA-3 Grade

Ami-SC/Laz Ami-IV/Laz MET
Ami-IV

7.R.3 Ami-SC RMP

Ami-SC

20 12 25 20 8

1.1



3

PALOMA-3 43 1 2
PALOMA-3 Ami-SC/Laz Ami-IV/Laz

91.0 3 435
70.5 1 485

62 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
Grade 3 Grade 3

* 132 64.1 19 9.2 125 59.5 12 5.7
98 47.6 11 5.3 81 38.6 10 4.8
60 29.1 6 2.9 65 31.0 1 0.5

8 3.9 3 1.5 9 4.3 0
5 2.4 0 3 1.4 0
4 1.9 0 2 1.0 1 0.5
1 0.5 0 0 0

0 0 2 1.0 0
*

63 PALOMA-3

PT
MedDRA ver.25.1

%
Ami-SC/Laz

206
Ami-IV/Laz

210
0 0

2 1.0 2 1.0
1 0.5 0
1 0.5 1 0.5

0 2 1.0
* 1 0.5 2 1.0

1 0.5 2 1.0
* 14 6.8 13 6.2

9 4.4 7 3.3
6 2.9 6 2.9
1 0.5 1 0.5

* 5 2.4 7 3.3
3 1.5 4 1.9
2 1.0 3 1.4

*

PALOMA-3 Ami-SC 44 Ami-SC
45 3

43 MedDRA HLT
MedDRA PT

44 PALOMA 1 2 PALOMA-2 1 2 3b 6
45
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64 Ami-SC

PT MedDRA
ver.25.1 Grade Ami-SC

PALOMA-2 1 5 Laz 3 57 14

PALOMA-2 2 7 CP 3 103 *

6 CP 3 258 *

*

Ami-SC Ami-SC
MET

Ami-SC Ami-SC
Ami-SC

Ami-SC Ami Ami-IV Ami-SC

1.2
1.1

2 1.3.
1.4

1.3 RMP
1.1 

Ami-SC RMP 4
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4 RMP

infusion reaction
Laz

ILD

Laz
Laz

p68 60

Ami-SC Ami Ami-IV RMP Ami-SC

RMP

2.
2 2.



i

Ami amivantamab (genetical 
recombination)

Ami-IV Ami
Ami-IV/CP Ami-IV CP
Ami-IV/Laz Ami-IV Laz
Ami-SC Ami rHuPH20

Ami-SC/CP Ami-SC CP
Ami-SC/Laz Ami-SC Laz
CP

EGFR epidermal growth factor receptor
ILD interstitial lung disease
Laz lazertinib mesilate hydrate
MET mesenchymal epithelial transition 

factor
NSCLC non-small cell lung cancer
Osi osimertinib mesylate
RMP risk management plan
PALOMA 61186372NSC1003
PALOMA-2 61186372NSC2002
PALOMA-3 61186372NSC3004


