


 
 

6 8 14  
 

 
 

 
 

 
 

350 mg 
 

 
    5 11 17  
    1 350 mg  

1  
EGFR

MET IgG1
EGFR-H 413 MET-H 411

Leu Arg

455 EGFR-H 1 1 449
MET-H 1 1 214

EGFR-L 1 214 MET-L 1
148,000  

Amivantamab is a recombinant bispecific human IgG1 monoclonal antibody against human 
epidermal growth factor receptor EGFR  and human hepatocyte growth factor receptor 

MET  whose amino acid residues at positions 413 in the anti-EGFR-H-chain and 411 in 
the anti-MET-H-chain are substituted by Leu and Arg, respectively. Amivantamab is 
produced in Chinese hamster ovary cells that express antibody with low-fucosylated glycans. 
Amivantamab is a glycoprotein molecular weight: ca. 148,000  composed of an anti-
EGFR-H-chain γ1-chain  consisting of 455 amino acid residues, an anti-MET-H-chain 
γ1-chain  consisting of 449 amino acid residues, an anti-EGFR-L-chain κ-chain  

consisting of 214 amino acid residues and an anti-MET-L-chain κ-chain  consisting of 
214 amino acid residues each. 
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EGFR-H  

 
MET-H  
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EGFR-L  

MET-L  

 
 

EGFR-H Q1 MET-H Q1 
EGFR-H N305 MET-H N299 

EGFR-H K455 MET-H K449 
EGFR-H C228- EGFR-L C214 MET-H C222- MET-L C214
EGFR-H C234- MET-H C228 EGFR-H C237- MET-H C231 

 
 

  
 

C6472H10014N1730O2023S46 4  
148,000 
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3 1

 
 

    

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 
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6 7 3

350 mg

5 11 17
1 350 mg

EGFR 20

1 3

80 kg
1

1 350 mg
2 1050 mg

8 15 1400 mg
2 1 1400 mg

3 1 1750 mg

80 kg
1

1 350 mg
2 1400 mg

8 15 1750 mg
2 1 1750 mg

3 1 2100 mg
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2. ........................................................................................3 
3. ..................................................................10 
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1.  
1.1  

EGFR EGF
Nature 2018; 553 : 446-54

EGFRex20 NSCLC EGFR
Signal Transduct Target Ther 2019; 

4: 5  
MET EGFR HGF

Pathol Oncol Res; 2009; 15:651-8  
Genmab Janssen Research & Development, LLC

EGFR MET  
EGFR MET EGFR MET

ADCC  
 
1.2  

NSCLC EDI1001
2016 5 EGFRex20

NSCLC PAPILLON 2020
12  

EU PAPILLON 2023 9 10
2024 3 RYBREVANT is indicated in combination with carboplatin and pemetrexed 

for the first-line treatment of adult patients with locally advanced or metastatic non-small cell lung cancer (NSCLC) 
with epidermal growth factor receptor (EGFR) exon 20 insertion mutations, as detected by an FDA-approved test.
EU 2024 6 RYBREVANT is indicated in combination with carboplatin and pemetrexed for the first-
line treatment of adult patients with advanced non-small cell lung cancer (NSCLC) with activating epidermal growth 
factor receptor (EGFR) Exon 20 insertion mutations.  

2024 6 EGFRex20
NSCLC 4  

 
EDI1001 PAPILLON 2019

3 2021 2  
PAPILLON  

 
2.  
2.1  

EGFR IgG1 EGFR MET IgG1
MET

EGFR MET  
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2.1.1
EGFR

IgG EGFR
EGFR

IgG1 EGFR
EGFR

EGFR
1 CHO

MCB WCB
MET

IgG MET MET
CHO

MET
IgG1

MET
MET MET

1
CHO

MCB WCB
EGFR MET MCB WCB EOP ICH Q5A

R1 Q5B Q5D

EGFR MET MCB WCB MCB
WCB

2.1.2
EGFR MET

pH

EGFR MET
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2.1.3
EGFR MET CHO

EGFR MET MCB WCB EOP 2.1.1
EGFR MET

in vitro

EGFR MET
1

1
log10

3

*1

pH

20.0*2 12.1 18.5*2 14.8*2

*1 *2

2.1.4

ICH Q5E

2.1.5
2.1.5.1

2



6

2

 
 

  
 N  

 

EGFR MET  
EGFR MET

ERK B AKT 3.1.5.1
FcγR FcγR FcγR a FcγR a FcRn  

ADCC  

1

EGFR MET
EGFR EGFR MET

EGFR MET

ADCC EGFR
EGFR MET ADCC
EGFR FcγR a

EGFR FcγR a

2.1.5.2
2.1.5.1

HMW LMW

1

EGFR MET
EGFR MET

Blood 2015; 125: 762-6

*A

*B

*C

*D *E

*A

*B
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HMW LMW

2.1.5.3
HCP DNA A 2-MEA EGFR
MET HCP DNA

A 2-MEA EGFR
MET

2.1.6
pH

CE-SDS SEC HI-
HPLC HILIC

EGFR ADCC MET

2.1.7
3

3
*1

6

*2

℃
℃

*1 *2

2.2
2.2.1

1 8 mL 7.0 mL 350 mg
L- L- 80 L-

2.2.2
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2.2.3

ICH Q5E

2.2.4
pH

CE-SDS SEC

80 EGFR ADCC MET

2.2.5
4

4

5
2 8 C

25 C/60%RH
40 C/75%RH

1 120 lux h
200 W h/m 25

CE-SDS CE-SDS

CE-SDS CE-SDS

2 8 36

2.3
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2.1.5.2 2.1.5.3
CQA

CQA
CQA pH MET EGFR EGFR 

ADCC FcγRI FcγRIIa FcγRIIIa FcRn
HMW LMW DNA HCP

A EDTA
80

CQA

CQA CPP
CPP

2.R

2.R.1

EGFR MET ADCC

EGFR ADCC EGFR
EGFR ADCC EGFR

MET MET

EGFR MET FcγR
EGFR ADCC MET
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EGFR MET
CE-SDS FcγR

3.
3.1
3.1.1 EGFR CTD 4.2.1.1.1

EGFR SPR
EGFR KD n 4 1.43 0.17 nmol/L

3.1.2 MET CTD 4.2.1.1.1
MET SPR MET

KD n 7 0.040 0.011 nmol/L

3.1.3 EGFR EGF CTD 4.2.1.1.1
EGFR EGF EGF

EGFR EGF
IC50 n 1 10 nmol/L

3.1.4 MET HGF CTD 4.2.1.1.1
MET HGF HGF

MET HGF
IC50 n 1 30 nmol/L

3.1.5 EGFR MET
3.1.5.1 in vitro CTD 4.2.1.1.2 4.2.1.1.4 4.2.1.1.6 4.2.1.1.39

NSCLC EGF HGF EGFR MET
EGFR MET

IC50 5
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5 NSCLC EGFR MET
EGFR MET

EGFR MET n IC50 nmol/L n IC50 nmol/L
H292 1 29 1 0.74

SKMES-1 1 1 0.49
H1993 *6 1 4.2 1 13
H1975 L858R*1/T790M*2 1 1.5 1 0.64
H3255 L858R *3 1 85 1 1.2
H1650 E746_A750del*4 1 0.86

HCC2935 E746_A750del 1 0.97
HCC827 E746_A750del *3 2 28 84 3 1.7 0.36

H820 E746_A750del T790M *7 1 2.9 1 3.8
HCC4006 L747_S752del*5 1 13 1 1.7

n 1 2 *1 21 858 L
R *2 20 790 T M *3 CCLE

log2 4.1 HCC3255 4.9 HCC827 *4 19 746
E 750 A *5 19 747 L

752 S *6 CCLE log2 3.8
*7 6.1 Int J Cancer 2009; 124: 1778-84

NSCLC EGFR MET ERK AKT
ERK AKT

IC50 6

6 NSCLC EGFR MET ERK AKT

ERK AKT
EGFR MET n IC50 nmol/L n IC50 nmol/L

H292 1 0.64 1 0.27
SKMES-1 1 0.54

H1975 L858R/T790M 3 1.63 0.21 3 0.82 0.12
H3255 L858R 1 0.74 1 0.8
H1650 E746_A750del 1 0.53 1 0.41

HCC2935 E746_A750del 1 1.5 1 0.65
HCC827 E746_A750del 3 0.92 0.27 3 0.53 0.10

H820 E746_A750del T790M 1 76 1 22
HCC4006 L747_S752del 1 2.5 1 1.3

n 1

EGFRex20 NSCLC DFCI-127 P772_H773insPNP 2 DFCI-58
H773_V774insNPH3 YU-1163 S768_D770dup4 EGFR MET

EGFR MET ERK AKT
EGFR

MET AKT DFCI-127 DFCI-58 ERK

2 20 772 P 773 H P N
P

3 20 773 H 774 V N P
H

4 20 768 S 770 D
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3.1.5.2 in vivo CTD 4.2.1.1.15 4.2.1.1.16 4.2.1.1.39  
DFCI-127 NOG 5 YU-1163
5 EGFR MET EGFR MET

150 200 mm3 30 mg/kg 2
EGFR MET EGFR MET

EGFR MET
EGFR MET  

EGFRex20 NSCLC YHIM-1029 D770_N771insG6

7 EGFR MET ERK AKT S6
150 200 mm3

10 mg/kg 2 EGFR MET
ERK AKT S6

MET EGFR ERK
AKT S6  

H1975-HGF7 4 EGFR MET
ERK AKT

150 200 mm3 1
1 4 10 mg/kg 5 EGFR MET

ERK AKT
PBS EGFR MET

EGFR MET AKT
p 0.05 Sidak  

 
3.1.6 EGFR MET CTD 4.2.1.1.39  

DFCI-127 DFCI-58 EGFRex20 D770delinsGY8 H773_V774insH9

pro-B Ba/F3 EGFR MET
EGFR

EGFR MET EGFR
 

DFCI-127 EGFR MET EGFR
MET EGFR

MET  

 
5  NOD/SCID IL-2 γ  
6  20 770 D 771 N H  
7  HGF H1975  
8  20 770 D G Y  
9  20 773 H 774 V H  
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Ba/F3 EGFR
EGFR EGFR

bafilomycin 10

EGFR MET

3.1.7 CTD 4.2.1.1.11 4.2.1.1.12
H1975 PBMC 1

PBMC
EGFR MET EGFR

H1975

3.1.8 ADCC CTD 4.2.1.1.39 4.2.1.1.41 4.2.1.1.42
YU-1163 EGFRex20 H773_V774 ins NPH11 NSCLC LU-0387

YU-1163
LU-0387

DFCI-127 YU-1163 LU-0387 ADCC PBMC
LDH ADCC

YU-1163 ADCC PBMC TR-FRET
ADCC

YHIM-1029 TUNEL

3.1.9 HGF CTD 4.2.1.1.43
LU-0387 HGF

3.1.10
3.1.10.1 in vitro CTD 4.2.1.1.2 4.2.1.1.39

DFCI-127 DFCI-58 ATP
p 0.0001 Student’s 

10 ATPase Ca-P60A/SERCA
Autophagy 2015; 11: 1437-8

11 20 773 H 774 V N P
H
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t
NSCLC ATP

7

7 NSCLC

n %
EGFR MET

H292 6 81 1.8
SKMES-1 6 87 1.2

H1993 4 11 3.8
H1975 L858R/T790M 7 64 0.9
H3255 L858R 8 66 4.4
H1650 E746_A750del 6 44 1.8

HCC2935 E746_A750del 6 33 1.3
HCC827 E746_A750del 6 53 2.1

H820 E746_A750del T790M 9 46 3.1
HCC4006 L747_S752del 4 14 5.6

3.1.10.2 in vivo
3.1.10.2.1 NSCLC NSCLC CTD 4.2.1.1.13 4.2.1.1.20 4.2.1.1.21

4.2.1.1.22 4.2.1.1.24 4.2.1.1.25 4.2.1.1.26 4.2.1.1.39 4.2.1.1.42 4.2.1.1.44
DFCI-127 NOG YU-1163
5 111 150

200 mm3 1 1 30 mg/kg 2 11
15 11 15
PBS 1

1 DFCI-127 YU-1163
n 5 * p 0.0001 Dunnett

YHIM-1029 EGFRex20 NSCLC LXFE2478
M766_A767insASV12 7 10

12 20 766 M 767 A A S
V
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100 200 mm3 1
1 21

31 27 PBS
2

10 mg/kg 2 poziotinib 1 mg/kg
10 mg/kg 2 25 mg/kg

30 mg/kg

2 YHIM-1029 LXFE2478
n 7 10 * p 0.05 Benjamini-Hochberg **

poziotinib p 0.0001 Dunnett

NSCLC
140 210 mm3 H1975 H1975-HGF 14

1 1 10 mg/kg SKMES-HGF 5 mg/kg
2 12 28 13

14 8

13 SKMES-HGF 28 H1975 H1975-HGF 16 LU858 H1993 HCC827 HCC827-HGF 21 LU1901
12 LU1868 17 EBC-1 20 HCC827 28 HCC827-ER1 25

14 % 1 0
0 100
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8 NSCLC

n %
EGFR MET

SKMES-
HGF*1 SCID 36 8 100*9

H1975 L858R/T790M 16 9 82*8

H1975-
HGF*1 L858R/T790M 16 9 89*8

LU858 L858R *4 22 12 68*7

LU1901 G719A*3 *4 12 8 42*8

LU1868 L858R/T790M 17 10 81*9

H1993 23 12 11
EBC-1 *5 20 12 20

HCC827 E746_A750del 39 9 89*8

HCC827-
ER1*2

E746_A750del *6 31 9 92*8

HCC827 E746_A750del
SCID-beige 24 9 92*7

HCC827-
HGF*1

E746_A750del 37 9 100*7

*1 HGF *2 HCC827 *3 18
719 G A *4
15.68 LU858 35.59 LU1901 *5 CCLE log2

3.1 *6 PCR 12 *7 PBS p 0.05 Student’s t
*8 PBS p 0.05 Tukey-Kramer *9 PBS p 0.001

Tukey-Kramer

3.1.10.2.2 NSCLC CTD 4.2.1.1.28 4.2.1.1.29 4.2.1.1.30 4.2.1.1.32 4.2.1.1.33
15

16 1 1 10 mg/kg
SNU-5 5 mg/kg 2 13 42 17

9

15 SG16 SNU-5 SCID Ba/F3 Ba/F3-EGFR-TDC SHO

16 CRC0196 400 600 mm3 SG16 250 300 mm3 150 250 mm3

17 CR0012 CR0029 CR0588 CR1197 MHCC97H LI0801 LI1646 21 CR0146 CR1574 GA0046 19
CRC0196 13 SNU-5 25 SG16 42 Ba/F3-EGFR-TDC 14
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9  

    
 n %  

EGFR MET 
CR0012 

CRC 

  24 10 21 
CR0029   22 10 -12 
CR0146   19 10 8 
CR0588   21 10 59*6 
CR1197   21 10 10 
CR1574 R776H*1  19 10 -10 

CRC0196  *3 13 6 0 
MHCC97H 

HCC 
 *4 29 10 30 

LI0801   21 8 81*7 
LI1646   21 8 4 
GA0046  

  19 10 67*8 
SNU-5  *5 25 10 98*9 
SG16   *3 49 6 88 
Ba/F3-

EGFR-TDC 
pro-

B  
E746_A750del
T790M/C797S*2  14 8 78*10 

*1 20 776 R H *2 20 797
C S *3 23 CRC0196 28 SG16 *4

*5 CCLE log2 3.2
*6 PBS p 0.05 Fisher’s LSD *7 PBS p 0.05 Student’s 
t *8 PBS p 0.001 Tukey-Kramer *9 PBS p
0.001 Games Howell *10 PBS p 0.0001 Dunnett  

 
EGFR D770delinsGY18 H773_V774insH19 pro-B Ba/F3

NOG 5
150 200 mm3 1 1 30 mg/kg

2 15 15
p 0.0001 Dunnett

Student's t  
 
3.2  
3.2.1  

1 6 3 5.2

 
 
3.R  

 
3.R.1  

EGFRex20 NSCLC
 

 
18  20 770 D G Y  
19  20 773 H 774 V H  
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EGFR NSCLC 90% Ex19del L858R
5.8% EGFRex20 Cancer Sci 2016; 107: 1179-86

EGFR-TKI
EGFR-TKI

Cancer Sci 2016; 107: 1179-86 EGFRex20 EFGR

EGFR-TKI
EGFR Sig Transduct Target Ther 
2019; 4: 5 Nat Med 2018; 24: 638-46  

EGFR MET 3.1.1 3.1.2 EGFR MET
ADCC 3.1.8 EGFRex20

NSCLC EGFRex20
NSCLC MET

EGFR NSCLC EGFR
MET Br J Cancer 2019; 

121: 725-37 EGFR MET MET
EGFR MET 3.1.6

3.1.7 EGFRex20 NSCLC

3.1.10.2.1
EGFRex20 NSCLC

 
 EGFRex20 NSCLC LXFE2478 YHIM-1029

 
 YHIM-1029 EGFR

 
 

 
EGFRex20 NSCLC

EGFR MET
EGFR MET

MET

 
 
4.  

PK  
ECL 0.20 μg/mL
ECL  
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4.1
4.1.1

3 10 30 mg/kg 10
Cmax

AUCinf AUCinf

CL

12 9

10 PK

mg/kg
Cmax

μg/mL
AUCinf

μg day/mL
t1/2

day
CL

mL/day/kg
Vz

mL/kg

3
24.42* 52.78 154.5* 153.2 2.08* 1.84 19.42* 19.58 58.17* 51.89
43.65 76.21 147.7 150.8 1.78 2.02 19.89 20.31 51.06 59.19

10
176.6 241.5 774.3 865.5 3.55 3.59 11.55 12.91 59.10 66.85
214.2 217.3 744.4 781.5 2.58 3.31 12.80 13.43 50.01 61.12

30
545.7 640.4 3,051 3,443 3.47 3.55 8.71 9.83 44.66 49.25
611.5 614.9 2,961 3,844 4.26 4.43 7.80 10.13 49.86 62.29

n 2 * 1 PK

4.1.2
20 60 120 mg/kg QW 5

11
29 1

30 6

11 PK 5

mg/kg
Cmax

μg/mL
AUC7day

μg day/mL
t1/2

day

1

20
580.6 70.22 1,620 174.3
516.2 108.8 1,485 359.1

60
1,669 98.51 5,139 777.9
1,528 445.6 5,051 2,083

120
2,423 342.0 8,916 503.0
3,203 645.0 10,343 2,837

29

20
768.2 132.3 2,498 973.1 2.01 3.38
858.8 182.6 3,313 715.0 2.81 3.81

60
2,633 464.1 10,722 2,179 5.49 5.52
2,532 553.5 10,050 2,810 3.27 4.74

120
4,691 1,187 19,025 5,053 2.47 9.57
5,389 1,720 21,981 8,558 8.55 12.3

n 2 n 5

4.2

4.1.1
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44.8 mL/kg 208 mL/kg Pharm Res 1993; 10: 1093-5

IgG
IgG1

4.3

IgG IgG1

4.R

5.
5.1

12 120 mg/kg
120 mg/kg

5.2
6 3 12

3 120 mg/kg/
ALT AST

Toxicol Pathol 2013; 41: 560-
614 Toxicol Pathol 2014; 42: 725-
64 ALT

AST
120 mg/kg/ 3

21,936 μg day/mL 20

4,685 μg day/mL 4.7

20 EDI1001 2 1
AUC0-168h
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12

mg/kg/ mg/kg/ CTD

6
1

0*1 20 60
120

20 ALT *3

AST
60 A/G

120 *3 *3

*3

120 4.2.3.2.2

3
1 0*2 60 120

60

*4

120
*5

120 4.2.3.2.3

*1 *2 5% *3 2 *4 120 mg/kg *5

5.3
DNA

5.4

5.5

12 EGFR MET
Science 1995; 269: 234-8 Nature 1995; 376: 337-41 EMBO J 1998; 

17: 719-31 Nature 1995; 376: 768-71 Nature 1995; 373: 702-5 Nature 1995; 373: 669-702
EGFR FEED EFD EGFR

EFD MET/HGF
onartuzumab ePPND Toxicol Sci 2018; 165: 186-97

EGFR MET

3 21

21 5 2 16 0216
1 0216 1 t1/2 13.7 6.2.2
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5.6
5.6.1

3
CTD4.2.3.2.3 8.4 mg/mL

50 mg/mL 12
rHuPH120

13

13

CTD

125 mg/kg rHuPH120 2,000 
IU/mL 7 2

Draize

0

rHuPH120
0

4.2.3.6.1

5.6.2

14

14

CTD

5
25 μg/mL

F(ab')2
IgG Fcγ 4.2.3.7.7.2

5.6.3
15
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15

CTD
148.3 μg/mL 48

IL-1β IL-2 IL-4 IL-6 IL-
8 IL-10 IL-12p70 IL-17 IL-18 IFN-γ TNF-α

4.2.3.7.7.3

5.6.4
16

16

CTD
0.025 25 mg/mL 40 4.2.3.7.7.4

0.025 25 mg/mL 40 4.2.3.7.7.5

5.R

5.R.1
3

EGFR MET Anticancer Res 
2003; 23: 3639-50 Int J Cancer 1991; 49: 323-8 EGFR MET

5.R.2
3

EGFR MET Anticancer Res 2003; 23: 3639-50 Int 
J Cancer 1991; 49: 323-8 J Urol 2004; 171: 2166-70 EGFR MET
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6.
6.1

ECL 0.32 μg/mL
ECL

6.2
6.2.1
6.2.1.1 CTD5.3.5.2.2 EDI1001 2016 5

2021 2 26 22

NSCLC 489 PK 326 PK

1
4 1 140 350 700 1,050 1,400 1,750 mg 1 QW

2 Q2W
700 mg 1 1 350 mg 1

2 23

2
4 1 1,050 1,400 mg 80 
kg 80 kg 1,050 1,400 mg 1
QW 2 Q2W 24

1 1 350 mg 1 2

1 2
PK 17 350 1,750 mg

22 PK PK
23 1 1 1

infusion reaction
1 1 1 1 2

4 2018 3 9
24 2 RP2D 1,050 mg 2

RP2D 7 2019
11 17
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17 PK

mg μg/mL
Cmax

μg/mL
tmax*1

h
AUC*2

μg h/mL

1
1

140 2 45.1 55.7 2,361 2,722
350 3 142 23.7 11,316 1,925
700 10    276 41.7*3, 4 24,133 3,928

1,050 27  367 93.9*3 32,475 9,585
1,400 20  474 160*3  38,691 11,306
1,750 4  605 180*3  51,612 19,115

2
1

140 3 7.56 6.58 64.5 13.6 5.92 2.20, 8.67  5,583 2,230
350 3 84.3 8.96 244 18.0 3.92 2.33, 7.58 36,084 5,191
700 9 212 49.7 528 122 3.97 2.33, 8.90  92,576 22,491

1,050 70 326 114  811 260*5  4.12 2.03, 8.33 *5  147,861 60,244*6

1,400 22 378 131  938 269*7  3.87 2.08, 26.6 *7  164,738 47,993*8

1,750 4 604 276 1,482 172*9  7.73 6.28, 25.4 *9  296,411 69,557*9

2 *1 , *2 1 1
AUC168h 2 1 AUCtau *3 350 mg 1 1 2

2 Cmax *4 5 *5 29 *6 27 *7 21 *8 19 *9 3

2
18

18

μg/mL

80 kg

1 8 89 124 31.6
2 1 72 343 103
3 1 57 220 90.9
4 1 38 178 71.3

80 kg

1 8 23 138 35.0
2 1 24 349 101
3 1 18 216 70.6
4 1 12 170 44.7

6.2.1.2 CTD5.3.5.2.3 EDI1001 CP 2016 5
2022 11 15

NSCLC 20 PK 20 PK
CP 3 1

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

2 1 1,400 mg 3 1 1,750 mg

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

2 1 1,750 mg 3 1 2,100 mg

PK 19
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19 PK

μg/mL
Cmax

μg/mL
tmax*1

h
AUC*2

μg h/mL

80 kg

1 1 2 10  416 75.6*3 39,731 7,759*4

2 1 11 343 94.4 939 198 4.03 2.17, 26.0 219,835 59,301*5

3 1 10 211 71.1 876 245 3.34 2.17, 25.4 179,639 51,605*4

6 1 10 158 90.0 912 275 5.83 2.27, 26.6 179,553 59,878*4

80 kg

1 1 2 2 359 447*3 35,498 36,370
2 1 4 298 98.2  865 58.7*6  2.27 2.03, 4.25 *6 192,714 214,543
3 1 3 146 62.7 824 32.3 4.20 2.42, 7.63 148,069 35,237
6 1 3 96.4 22.2 642 192 2.28 2.08, 4.17 127,464 21,151

2 *1 , *2 1 1
AUC168h 2 AUCtau *3 1 2 Cmax *4 9 *5 10 *6 3

6.2.1.3 CTD5.3.5.1.1 PAPILLON 2020 12
2023 5 3

EGFRex20 NSCLC 306 CP
151 CP 155 PK 151 CP CP

CP 3
1

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

2 1 1,400 mg 3 1 1,750 mg

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

2 1 1,750 mg 3 1 2,100 mg

PK 20

20

μg/mL μg/mL

80 kg

1 2 82 105 76.8 105 421 130
2 1 91 371 110 78 902 222
3 1 79 186 119 83 816 233
5 1 62 175 169 47 723 237
7 1 53 160 89.2 50 827 194

80 kg

1 2 15 66.7 24.6 17 442 113
2 1 11 332 95.3 10 847 291
3 1 9 154 71.2 10 827 222
5 1 8 134 56.0 6 677 136
7 1 8 132 75.3 9 669 339
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6.2.2 PPK  
EDI1001 PAPILLON EDI1001 PK

25 PPK PPK
 

PK 639 16,321 26 PPK
NONMEM Version 7.5.0 PK

2  
CL V1

CL V1 V2
CL V1

V2
 

 EDI1001 PK PAPILLON
80 kg 7.1.1.1 7.1.1.3

80 kg
80 kg 80 kg AUC3weeks, ss

90%CI 0.94 0.85, 1.04
80 kg

 
 AUC3weeks, 

ss 90%CI 1.32 1.25, 1.40
6.2.3.1

27 PK
 

 
PK  

 65 65 75 75
AUC3weeks, ss 90%CI 1.11 1.04, 1.19 1.09 0.96, 1.24

 
 40.0 g/L 40.0 g/L AUC3weeks, ss

90%CI 0.97 0.91, 1.04  
 

PPK t1/2 13.7
13  

 
25  439 13,440 2021 2 26  
26  ,  

62.0 27.0, 87.0 61.1 35.4, 140 kg 252 387 205
387 47 40.0 23.0, 52.8 g/L 171 468  

27  PAPILLON CP Grade Grade 3
100 100% 74.6 76.2% 7.5 2.4%

44.8 31.0%
6.2.3.2  
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6.2.3
PAPILLON CP

PPK 6.2.2

6.2.3.1
1 8 Ctrough 1 Cavg RECIST 

ver.1.1 BICR PFS PFS

6.2.3.2
Ceoi 1 Cavg Grade Grade 3 Grade

Grade
Grade 3 Grade

6.2.4 PK
PK

PK

PPK 28 CrCL 29 PK

6.2.5 PK
PAPILLON CP

21 PK

28 EDI1001 PK 362 8,756 2020 3 31
NONMEM Version 7.3.0

29 NCI-ODWG
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21

μg/mL μg/mL μg/mL μg/mL
1 2 18 89.6 26.5 18 434 143 79 101 79.4 104 423 126
2 1 14 393 104 13 1,002 243 88 363 110 75 877 223
3 1 13 224 62.3 14 936 177 75 175 121 79 796 234
5 1 6 168 96.4 5 757 211 64 170 166 48 714 230
7 1 4 223 15.5 5 886 269 57 152 88.6 54 795 223

6.R

6.R.1 PK
PK

EDI1001 PAPILLON
400 μg/mL

1 EDI1001
465 PAPILLON 198

EDI1001 25 PAPILLON 1
EDI1001 3 30 0.6%
158 EDI1001 99 PAPILLON 59 1

400 μg/mL
EDI1001 1,400 mg

PK
22

PK

22

μg/mL μg/mL
2 1 1 443 75 414 133
3 1 1 257 66 257 100
4 1 1 204 51 221 92.9

EDI1001 PAPILLON 689
184

30 3
1,400 mg 1
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PK
PK

7.
23

23

EDI1001 NSCLC

1
80

2
409

1
4 1 140 350
700*1 1,050*1 1,400*1 1,750*1 mg
1 QW 2
Q2W

2
4 1 *1 2

1 QW 2
Q2W

PK

CP

20
*3 CP*3

lazertinib

1
63

2
45

1
4 1 lazertinib

240 mg QD
*1 4 1 QW 2

Q2W

2
4 1 lazertinib

240 mg QD
*1 2 1 QW 2

Q2W

PAPILLON EGFR ex20

NSCLC

308
153
155

*3 CP*3

CP*3

*1 1 1 350 mg 1 2 *2 80 kg 1,050 mg
80 kg 1,400 mg *3 CP 24 *4 80 kg 700 mg

80 kg 1,050 mg 80 kg 1,050 mg 80 kg 1,400 mg

EDI1001 CP PAPILLON
CP 24

7.2
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24 EDI1001 CP PAPILLON CP
3 1

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

CP
3 1 1 AUC 5 mg mL/min

500 mg/m2 4 1 500 mg/m2

7.1
7.1.1
7.1.1.1 CTD5.3.5.2.1 5.3.5.2.2 EDI1001 2016 5

2021 3 30
NSCLC 1 3 2

460 31

10 53

1
4 1 140 350 700 1,050 1,400 1,750 mg 1 QW32

2 Q2W
700 mg 1 1 350 mg 1

2 23

2
4 1 80 kg 1,050 mg 80 kg
1,400 mg 24 1 QW 2 Q2W

1 1 350 mg 1 2

31 2 6
A EGFR EGFR 40
B EGFR EGFR 20

C 3 EGFR-TKI C797S EGFR
100

D
EGFRex20 NSCLC EGFR-TKI poziotinib

EGFRex20 100

MET-1
EGFR EGFR-TKI MET

100
MET-2 MET 14 100

32 1
2 EDI1001 1 PK

15 336 PPK QW 1 8 Q2W
1 15 95%

71%
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489 1 80 2 409
1 18 2 19  

1 28 DLT
140 1,400 mg DLT 33

PK 34 RP2D 1,050 mg 2
1 2 PK 35

RP2D 80 kg 1,050 mg 80 kg 1,400 mg  
 

30 1 700 mg 1/14
7.1% 1,050 mg 2/25 8.0% 2 23/406 5.7% 1 700 mg

1,050 mg
1 1,050 mg 1 2 7 1

700 mg 1 1,050 mg 1 2 4 2

1 36

 
 
7.1.1.2 CTD5.3.5.2.3 EDI1001 CP

lazertinib 2016 5 2022 11 15
 

NSCLC CP 20 lazertinib
1 6 lazertinib 2 100

CP
4 13 lazertinib 1 2 12 28

CP  

 
33  EDI1001 1 700 mg 3

1,050 mg 4 1,400 mg 5 1,750 mg 3 DLT
 

34  EDI1001 1 140 1,050 mg PK 15 336 PPK

700 mg 1,050 mg 50% 95%  
35  EDI1001 1 2 PK 80 1,758 PPK

CL V1 V2 80 
kg 80 kg 1,050 1,400 mg Cavg

EDI1001 PAPILLON PK PPK
80 kg 80 kg AUC3weeks, ss

6.2.2  
36  

 



33

CP CP 37 24

CP 20
4

CP 21 DLT DLT
CP 38

CP 30 1/20
5.0%

7.1.1.3 CTD5.3.5.1.1 PAPILLON 2020 12
2023 5 3

39 EGFRex20 40 NSQ-NSCLC 41

300 42 CP CP
24 131

CP 24
CP

43

308 CP 153 CP 155 FAS
CP 19 CP 15

2 CP 306 CP 151 CP 155
CP 19 CP 15

RECIST ver.1.1 BICR PFS 200 PFS

37 CP 3 1 EDI1001
4 1 RP2D 2

1 3 1
EDI1001 CP

18 19
38 EDI1001 CP 4

CP DLT
39 EGFR-TKI

EGFR-TKI 8 EGFR-TKI
2 EGFR-TKI 4 EGFR-

TKI
40 EGFRex20

CP
CP 145 139 8 16

41

42 RECIST ver.1.1 BICR PFS CP CP
0.625 0.05 200 90%

43 24 65 11



34

RECIST ver.1.1 BICR PFS 2023
5 3 Kaplan-Meier 25 3

CP CP

25 PFS BICR FAS 2023 5 3
CP CP

153 155
% 84 54.9 132 85.2

95%CI 11.4 9.79, 13.7 6.70 5.59, 7.33
95%CI *1 0.395 0.296, 0.528

p *2 0.0001
*1 ECOG PS 0 1 Cox *2 log-rank

Cox 0.05

3 PFS Kaplan-Meier BICR FAS 2023 5 3

30 44 CP 7/151
4.6% CP 4/155 2.6%

CP 1 CP 1 CP
COVID-19 COVID-19 1 CP

1 CP
COVID-19 1 CP 1

36

44 CP CP
30 3/65 4.6%

1 1
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7.R  
7.R.1  

EGFRex20 NSCLC
PAPILLON

19 9 28
0928010

3 12 10
30 6 12

0612 1 PAPILLON  
 
7.R.2  

EGFRex20
NSQ-NSCLC CP  

 
7.R.2.1  

PAPILLON CP  
PAPILLON CP  

 PAPILLON 2019
NCCN v.1.2020 NSQ-

NSCLC CP  
 PAPILLON EGFRex20

 
 2019  

EGFRex20 NSCLC EGFR-TKI
 

 NCCN v.1.2020  
EGFRex20 NSCLC p.A763_Y764insFQEA
EGFR-TKI  

 ICI ICI EGFRex20
NSCLC

PAPILLON  
 ICI PFS OS

EGFR NSCLC ICI
Lancet 2016; 387: 1540-50 N Engl J Med 2015; 373: 1627-39  

 PAPILLON 2019 EGFR

NSCLC ICI
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PAPILLON NCCN v.1.2020 EGFR

NSCLC ICI

7.R.2.2
PAPILLON PFS

EGFRex20 NSCLC PFS

PAPILLON PFS

PAPILLON
PAPILLON OS

PFS
PAPILLON OS PFS

CP

7.R.2.3
PAPILLON RECIST ver.1.1 BICR PFS

CP CP 7.1.1.3
PFS OS 45 2023 5 3

Kaplan-Meier 26 4 3
CP CP 46

CP 6 CP 1 CP COVID-19 COVID-
19 1 CP CP

36

26 OS FAS 2023 5 3
CP CP

153 155
% 28 18.3 42 27.1

95%CI , 24.38 22.08, 
95%CI * 0.717 0.441, 1.165

* ECOG PS 0 1 Cox

45 OS 48
46 3 3 6 6 9 % CP

CP 3.9 0.6 2.0 2.6 1.3 7.7
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4 OS Kaplan-Meier
FAS 2023 5 3

PAPILLON PFS Kaplan-Meier
27 5

27 PFS
BICR FAS 2023 5 3

CP CP
19 15

% 10 52.6 15 100
95%CI 15.47 7.95, 5.59 3.02, 7.00

95%CI * 0.218 0.090, 0.529
* Cox
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5 PFS Kaplan-Meier  

BICR FAS 2023 5 3  
 

 
EGFRex20 NSCLC

CP  
 PAPILLON BICR PFS CP CP

PFS
 

 PAPILLON OS CP CP
 

 PFS
CP  

 
7.R.3 7.2

 
CP infusion reaction

ILD
 

CP  
 
7.R.3.1  

PAPILLON CP
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PAPILLON 28 CP CP
29 CP CP

1%

28 PAPILLON 2023 5 3
%

CP
151

CP
155

151 100 152 98.1
Grade 3 114 75.5 83 53.5

7 4.6 4 2.6
56 37.1 48 31.0

* 36 23.8 16 10.3
17 11.3
31 20.5 16 10.3

* 122 80.8 56 36.1
117 77.5

88 58.3 56 36.1
* 73 48.3 35 22.6

54 35.8
43 28.5 35 22.6
41 27.2

*
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29 CP CP *1

PAPILLON 2023 5 3

PT
MedDRA ver.25.0

%
CP

151
CP
155

85 56.3 0
81 53.6 12 7.7
63 41.7 2 1.3
62 41.1 15 9.7
47 31.1 5 3.2

Grade 3
50 33.1 35 22.6
17 11.3 0

4 2.6 0
*2

4 2.6 0
3 2.0 0
3 2.0 0

*2

57 37.7 0
25 16.6 11 7.1
18 11.9 0
13 8.6 0
10 6.6 0

8 5.3 0
*2

14 9.3 0
12 7.9 0

*1 20% Grade 3 10%
2% 5%

*2

PAPILLON CP CP
CP

CP

CP

7.R.3.2
PAPILLON CP

PAPILLON CP 30
31

5%
2
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30 PAPILLON CP 2023 5 3  

 
%  

 
19  

 
132  

 19 100  132 100  
Grade 3  17 89.5   97 73.5  

 0  7 5.3  
  9 47.4   47 35.6  

*1  6 31.6   30 22.7  
  5 26.3  12 9.1  

  3 15.8   28 21.2  
*1 17 89.5  105 79.5  

 14 73.7  103 78.0  
 16 84.2   72 54.5  

*1 12 63.2   61 46.2  
  8 42.1   46 34.8  

 10 52.6   33 25.0  
  3 15.8   38 28.8  

*1  

 
31 *1 
PAPILLON CP 2023 5 3  

PT 
MedDRA ver.25.0  

%  
 

19  
 

132  
   
 13 68.4   41 31.1  

 13 68.4   44 33.3  
11 57.9   34 25.8  
11 57.9   49 37.1  
10 52.6   28 21.2  

 10 52.6   37 28.0  
AST 10 52.6   37 28.0  
ALT 10 52.6   40 30.3  

  6 31.6  10 7.6  
Grade 3    

 10 52.6   40 30.3  
  6 31.6  11 8.3  

ALT  3 15.8   3 2.3  
  3 15.8   3 2.3  

*2   
  8 42.1   17 12.9  

 4 21.1   2 1.5  
  3 15.8   5 3.8  

  2 10.5   3 2.3  
 2 10.5   3 2.3  

*2   
ALT   3 15.8   3 2.3  

  3 15.8   4 3.0  
  3 15.8   7 5.3  

 3 15.8   9 6.8  
  3 15.8  11 8.3  

 2 10.5   1 0.8  
 2 10.5   2 1.5  

*1 20% Grade 3 10% 5%
2 *2
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PAPILLON CP
PAPILLON

CP

PAPILLON CP
EGFR MET

7.R.3.1 infusion reaction
infusion reaction

infusion reaction MedDRA PT

1 2 4
3

CP CP

PAPILLON infusion reaction 32 33 PAPILLON
CP infusion reaction 1 1

337

32 infusion reaction PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
infusion reaction* 61 40.4 1 0.7 3 1.9 0

61 40.4 1 0.7 2 1.3 0
0 0 1 0.6 0

*
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33 infusion reaction PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

infusion reaction 0 0
infusion reaction 1 0.7 0

1 0.7 0
infusion reaction* 1 0.7 0

1 0.7 0
infusion reaction* 56 37.1 0

56 37.1 0
infusion reaction* 1 0.7 0

1 0.7 0
infusion reaction 38 25.2

38 25.2
*

PAPILLON 47

infusion reaction 34

47 PAPILLON EDI1001 NSCLC b
CHRYSALIS-2 EGFR

NSCLC MARIPOSA-2 EGFR
NSCLC MARIPOSA
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34 infusion reaction
PT MedDRA 

ver.25.0 Grade *

PAPILLON 7 CP 3 1 3

EDI1001

4 3 1 4
4 2 1 1
7 4 1 1

7
3 1 1
2 1 1
1 1 4

CHRYSALIS-2

8 lazertinib 3 1 6
6 lazertinib 3 1 2
7 lazertinib 3 1 1
3 lazertinib 2 1 1
6 lazertinib 3 1 1
6 lazertinib 3 1 2
6 lazertinib 3 1 2
6 lazertinib 3 1 1
6 lazertinib 2 1 3
6 lazertinib 4 1 1
6 lazertinib 3 1 1
7 lazertinib 3 1 1

MARIPOSA-2
6 CP 3 1 1
5 CP 3 1 2

MARIPOSA

6 lazertinib 4 1 1
5 lazertinib 3 1 2

6 lazertinib 3 1 2
4 9 1

5 lazertinib
4 1 1
1 1 7

6 lazertinib 3 1 2
7 lazertinib 4 1 2

* 1 1 2

PAPILLON infusion reaction
CP infusion reaction 1 1 1
2 94.0% 97.4%

98.7% 97.4% 87.4% 88.1% H2 27.8% 18.5%
98.0% 9.9%

1 1 2 H2

1 8 H2

PAPILLON CP CP infusion reaction
PAPILLON infusion reaction

infusion reaction
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infusion reaction

7.R.3.2 ILD
ILD

ILD MedDRA SMQ
PAPILLON ILD 35 36 PAPILLON
CP ILD 128 13 188

35 ILD PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
4 2.6 4 2.6 0 0

36 ILD PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
ILD 0 0 0 0

ILD 4 2.6 4 2.6 0 0
ILD* 4 2.6 4 2.6 0 0

ILD* 0 0 0 0
ILD* 0 0 0 0

*

PAPILLON 47

ILD CP 37

37 ILD CP
PT MedDRA 

ver.25.0 Grade

PAPILLON

7 CP 3 98 44
6 CP 3 160 14

8 CP
3 14 10
2 23 63

5 CP
3 189 9
2 197 180

EDI1001

6 1 57 30
6 2 73 57
7 2 57
7 3 95 14

MARIPOSA-2
6 CP 3 39 14
8 CP 2 215 26

PAPILLON ILD PAPILLON
ILD ILD EGFR

MET ILD
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ILD

7.R.3.3

MedDRA SOC
MedDRA PT

PAPILLON 38 39
PAPILLON CP

12 2 572

38 *1 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
*2 142 94.0 36 23.8 53 34.2 0

85 56.3 10 6.6 0 0
81 53.6 17 11.3 12 7.7 0
47 31.1 6 4.0 5 3.2 0
16 10.6 0 6 3.9 0
13 8.6 0 8 5.2 0
10 6.6 2 1.3 1 0.6 0
10 6.6 0 12 7.7 0

6 4.0 1 0.7 3 1.9 0
6 4.0 0 1 0.6 0
5 3.3 0 0 0
4 2.6 0 3 1.9 0
4 2.6 0 2 1.3 0
3 2.0 1 0.7 0 0
3 2.0 1 0.7 0 0
3 2.0 0 2 1.3 0
3 2.0 0 1 0.6 0
3 2.0 0 0 0
1 0.7 0 8 5.2 0

*1 2% *2
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39 *1 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

0 0
5 3.3 0
2 1.3 0
2 1.3 0

*2 6 4.0 1 0.6
2 1.3 0
2 1.3 1 0.6
2 1.3 0

*2 46 30.5 1 0.6
18 11.9 0
13 8.6 0

8 5.3 0
5 3.3 0
2 1.3 0
2 1.3 0
2 1.3 0

*2 33 21.9 0
14 9.3 0
12 7.9 0

7 4.6 0
3 2.0 0

*1 2 *2

PAPILLON 47

40

40
CP

PT
MedDRA ver.25.0 Grade

PAPILLON

5 CP 1 16 138

5 CP 3 118 10
2 127 9

5 CP 2 351 7
6 CP 2 14 198
4 CP 3 57 36

EDI1001

5
3 184 19
3 251 10

6 3 37 3
3 48 60

5 3 232 8

PAPILLON
SPF30

PAPILLON CP CP
PAPILLON
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7.R.3.7 EGFR

7.R.3.4

MedDRA SMQ
MedDRA PT

PAPILLON 41 42 PAPILLON
CP 112 6

535

41 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
* 24 15.9 5 3.3 14 9.0 6 3.9

12 7.9 5 3.3 7 4.5 6 3.9
0 0 1 0.6 0

10 6.6 0 3 1.9 0
1 0.7 0 1 0.6 0

0 0 1 0.6 0
0 0 1 0.6 0

1 0.7 0 0 0
2 1.3 0 1 0.6 0

*

42 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

0 0
4 2.6 4 2.6
4 2.6 4 2.6

* 0 1 0.6
0 1 0.6

* 5 3.3 1 0.6
4 2.6 1 0.6
1 0.7 0

* 1 0.7 0
1 0.7 0

*

PAPILLON 47

43
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43
PT MedDRA 

ver.25.0 Grade

PAPILLON 6 CP 2 160 14
3 CP 3 6 6

EDI1001
7 3 95 14
6 lazertinib 3 483 16
5 lazertinib 3 209 14

CHRYSALIS-
2

6 lazertinib 3 42 9

6 lazertinib
3 25 5
2 29

6 lazertinib 2 215 53
5 lazertinib 3 58 7
8 lazertinib 3 96 20
7 lazertinib 2 56

MARIPOSA-2

4 CP
2 71
3 72 7

7 CP 3 169 8

6 CP
3 90 9
3 97 2

MARIPOSA

6 lazertinib 3 112 19
6 lazertinib 4 217 10
6 lazertinib 3 43 7

7 lazertinib
2 30 3
3 33 10

3 lazertinib 3 631 5

6 lazertinib 2 44 29
2 674 4

5 lazertinib 2 450 6
7 lazertinib 3 320 6
8 lazertinib 3 175 8

6 lazertinib
3 95 9
2 128 7

5 lazertinib 3 54 11
8 lazertinib 3 283 13
4 lazertinib 3 332 5
6 lazertinib 3 12

5 lazertinib
3 61 9
2 70

6 lazertinib 3 335 17

5 lazertinib 3 112 22
2 134

6 lazertinib 2 70 45
5 lazertinib 2 148 2
6 lazertinib 3 301
7 lazertinib 3 43 5
5 lazertinib 2 75
7 lazertinib 3 51 90

7 lazertinib
3 260 28
2 287 51
1 337

7 lazertinib 3 96 11
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PAPILLON CP CP

PAPILLON Grade CP CP

PAPILLON

EGFR

7.R.3.5

MedDRA HLT
MedDRA PT

PAPILLON 44 45
PAPILLON CP

50.5 1 526

44 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade3 Grade Grade3

* 94 62.3 9 6.0 39 25.2 7 4.5

62 41.1 6 4.0 15 9.7 0
45 29.8 2 1.3 16 10.3 0
10 6.6 0 2 1.3 0

5 3.3 1 0.7 8 5.2 6 3.9
2 1.3 0 3 1.9 0
1 0.7 0 1 0.6 1 0.6
1 0.7 0 0 0

0 0 1 0.6 1 0.6
*
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45 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

0 0
1 0.7 6 3.9
1 0.7 5 3.2

0 1 0.6
0 1 0.6

* 0 1 0.6
0 1 0.6

* 12 7.9 2 1.3
6 4.0 0
5 3.3 0
2 1.3 2 1.3

0 1 0.6
* 5 3.3 1 0.6

3 2.0 0
2 1.3 0

0 1 0.6
*

PAPILLON 47

46

46
PT MedDRA 

ver.25.0 Grade

CHRYSALIS-
2

7 lazertinib 3 127 11
5 lazertinib 3 60 37
7 lazertinib 3 156 15
8 lazertinib 3 32 13
7 lazertinib 3 97 10

MARIPOSA

6 lazertinib 2 162
8 lazertinib 3 464 12
5 lazertinib 2 83 85
7 lazertinib 2 30 3
7 lazertinib 3 43 13
6 lazertinib 2 28 21

6 lazertinib
3 176 7
2 182 44

5 lazertinib
2 42 7
2 56 36
2 56 36

7 lazertinib

2 42 19
1 60 25
2 84 57
1 140 134

PAPILLON CP CP
PAPILLON
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PAPILLON Grade
CP CP MET

7.R.3.6

MedDRA PT
PAPILLON 47 48 PAPILLON

CP 9 2 428

47 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
31 20.5 5 3.3 20 12.9 2 1.3

48 PAPILLON

PT
MedDRAver.25.0

%
CP

151
CP
155

0 0
2 1.3 1 0.6

* 0 0
* 3 2.0 1 0.6

* 1 0.7 1 0.6
*

PAPILLON 47

49

49
PT MedDRA 

ver.25.0 Grade

PAPILLON 7 CP 3 48 28

EDI1001
7 3 47
7 3 408 15
6 CP 3 43 24

CHRYSALIS-2 7 lazertinib 3 260 7
MARIPOSA-2 6 CP 3 55 10

MARIPOSA

6 lazertinib
3 12 5
3 27 4

6 lazertinib 3 147 18

8 lazertinib 3 72 2
3 87 5

7 lazertinib 3 23 13
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PAPILLON CP CP
PAPILLON

PAPILLON Grade CP CP
EGFR

7.R.3.7

MedDRA SOC
PAPILLON 50 51 PAPILLON
CP 53 3 521
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50 *1 PAPILLON  

PT 

MedDRA ver.25.0  

%  
CP  

151  
CP  
155  

Grade Grade 3  Grade Grade 3  
*2 120 79.5   31 20.5   65 41.9  11 7.1  

  85 56.3  10 6.6  0 0 
COVID-19  36 23.8   3 2.0   21 13.5   1 0.6  

 17 11.3   7 4.6  10 6.5   3 1.9  
 9 6.0  0  7 4.5  0 
 9 6.0  0  6 3.9  0 
 7 4.6  0  4 2.6  0 

  6 4.0   4 2.6  0 0 
  6 4.0   1 0.7   8 5.2   1 0.6  

 5 3.3   2 1.3   3 1.9   1 0.6  
 5 3.3   1 0.7   1 0.6  0 

COVID-19  5 3.3  0  1 0.6  0 
  4 2.6   3 2.0  0 0 

 4 2.6  0  2 1.3  0 
 4 2.6  0 0 0 
 4 2.6  0 0 0 

  3 2.0   1 0.7   1 0.6  0 
 3 2.0  0 0 0 

COVID-19  2 1.3   1 0.7  0 0 
  2 1.3  0 0 0 

  1 0.7   1 0.7   2 1.3   1 0.6  
COVID-19  1 0.7  0  2 1.3  0 

 0 0  2 1.3  0 
  2 1.3  0 0 0 

  2 1.3  0  1 0.6  0 
  2 1.3  0  3 1.9  0 
  2 1.3  0 0 0 

  2 1.3  0  2 1.3  0 
  2 1.3  0 0 0 

  2 1.3  0 0 0 
  2 1.3  0  2 1.3  0 

  1 0.7  0  2 1.3  0 
  2 1.3  0 0 0 
  2 1.3  0  1 0.6  0 

*1 2 *2  
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51 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

4 2.6 1 0.6
1 0.7 1 0.6

COVID-19 1 0.7 0
COVID-19 1 0.7 0

1 0.7 0
2 1.3 1 0.6
1 0.7 1 0.6

COVID-19 1 0.7 0
18 11.9 10 6.5

6 4.0 4 2.6
COVID-19 3 2.0 1 0.6

2 1.3 1 0.6
2 1.3 0
2 1.3 0
1 0.7 1 0.6
1 0.7 1 0.6

COVID-19 1 0.7 0
1 0.7 0
1 0.7 0

0 1 0.6
0 1 0.6

9 6.0 4 2.6
2 1.3 1 0.6
2 1.3 0
2 1.3 0
1 0.7 1 0.6
1 0.7 1 0.6
1 0.7 0

COVID-19 1 0.7 0
1 0.7 0

*1 2 8 5.3 2 1.3
2 1.3 0
2 1.3 0

*1 2 40 26.5 21 13.5
13 8.6 0

COVID-19 12 7.9 12 7.7
6 4.0 2 1.3
3 2.0 1 0.6
2 1.3 0
2 1.3 1 0.6
2 1.3 0

*1 2 20 13.2 4 2.6
12 7.9 0

5 3.3 0
2 1.3 0

0 2 1.3
*1 2 *2

PAPILLON 47

52



56

52

PT MedDRA ver.25.0 Grade

PAPILLON

4 CP 3 30 5

7 CP
3 411 3
3 438 6

5 CP 3 16 9
6 CP 3 147 36
3 CP 3 241 5

EDI1001

6 3 70 3
5 2 105 11
7 3 102
6 CP 3 136 7

CHRYSALIS-
2

6 lazertinib 3 500 17

5 lazertinib
3 419 1
2 419 96

7 lazertinib 2 26
6 lazertinib 3 104 12
5 lazertinib 3 84 15
5 lazertinib 3 72 29
6 lazertinib 2 352 110

6 lazertinib 3 122 24

3 lazertinib 3 38 20

MARIPOSA-
2

6 CP 3 322 11
5 CP 2 23 24
5 CP 3 116 9
7 CP 3 73 9

MARIPOSA

6 lazertinib 3 372 21
6 lazertinib 2 77 5
6 lazertinib 3 223 9
4 lazertinib 3 104 35
3 lazertinib 3 212 3
5 lazertinib 3 51 41
8 lazertinib 3 50 8

PAPILLON CP CP
7.R.3.3 MedDRA PT CP

CP 48

PAPILLON

7.R.3.3

48 CP CP Grade 67.5% 102/151 41.9% 65/155 Grade 3 15.9%
24/151 7.1% 11/155
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7.R.3.8

MedDRA SOC
PAPILLON 53 54 PAPILLON

CP 25 2 515

53 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
* 19 12.6 1 0.7 9 5.8 2 1.3

5 3.3 0 2 1.3 0
5 3.3 0 1 0.6 0
3 2.0 0 0 0
2 1.3 0 0 0
2 1.3 0 0 0
1 0.7 1 0.7 0 0
1 0.7 0 1 0.6 0
1 0.7 0 0 0
1 0.7 0 0 0
1 0.7 0 0 0
1 0.7 0 0 0
1 0.7 0 0 0
1 0.7 0 0 0
1 0.7 0 0 0

0 0 1 0.6 1 0.6
0 0 1 0.6 1 0.6
0 0 1 0.6 0
0 0 1 0.6 0
0 0 1 0.6 0

*

54 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

1 0.7 1 0.6
1 0.7 0

0 1 0.6
1 0.7 2 1.3
1 0.7 0

0 1 0.6
0 1 0.6

* 0 1 0.6
0 1 0.6

* 1 0.7 1 0.6
1 0.7 0

0 1 0.6
* 0 0

*
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PAPILLON 47

55

55
PT MedDRA 

ver.25.0 Grade

PAPILLON 3 CP 5 26 1
EDI1001 7 3 7 5

CHRYSALIS-2 8 lazertinib 3 6 10
MARIPOSA-2 4 CP 5 357 1

MARIPOSA

8 lazertinib 5 524 1

6 lazertinib

3 285 5
4 286 4
5 289 1
5 289 1

5 lazertinib 2 56 36
7 lazertinib 4 78

PAPILLON Grade CP CP
PAPILLON

7.R.3.4

7.R.3.9

MedDRA Sub-SMQ

PAPILLON 56 57 PAPILLON
CP 15 1 536
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56 PAPILLON  

PT 

MedDRA ver.25.0  

%  
CP  

151  
CP  
155  

Grade Grade 3  Grade Grade 3  
*  97 64.2  14 9.3   83 53.5  9 5.8  

  62 41.1   6 4.0  15 9.7  0 
ALT   50 33.1   6 4.0   56 36.1  2 1.3  
AST   47 31.1   1 0.7   51 32.9  1 0.6  
GGT   21 13.9   4 2.6   26 16.8  6 3.9  

ALP   19 12.6   1 0.7  12 7.7  0 
 15 9.9   1 0.7   6 3.9  0 

 2 1.3  0  1 0.6  0 
  2 1.3  0 0 0 

 1 0.7  0  1 0.6  1 0.6  
 1 0.7  0  1 0.6  0 
 1 0.7  0 0 0 
 1 0.7  0 0 0 
 1 0.7  0 0 0 

 0 0  2 1.3  0 
 0 0  1 0.6  0 
 0 0  1 0.6  0 

 0 0  1 0.6  0 
 0 0  1 0.6  1 0.6  

 0 0  1 0.6  0 
*  
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57 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

0 0
1 0.7 3 1.9

ALT 1 0.7 1 0.6
AST 0 1 0.6

0 1 0.6
0 1 0.6

* 2 1.3 0
ALT 1 0.7 0
AST 1 0.7 0
GGT 1 0.7 0

* 13 8.6 9 5.8
ALT 6 4.0 6 3.9

5 3.3 0
AST 2 1.3 5 3.2
GGT 1 0.7 1 0.6

1 0.7 0
0 1 0.6
0 1 0.6

* 10 6.6 2 1.3
ALT 6 4.0 2 1.3
AST 4 2.6 2 1.3

ALP 2 1.3 1 0.6
2 1.3 0

GGT 1 0.7 2 1.3
1 0.7 0
1 0.7 0

*

PAPILLON 47

58

58
PT

MedDRA ver.25.0 Grade

PAPILLON 6 CP ALT 3 14 3
CHRYSALIS-2 5 lazertinib 3 60 37

MARIPOSA

4 lazertinib ALT 2 8 1
7 lazertinib ALT 2 99 8
3 lazertinib ALT 2 8 7

5 lazertinib
2 83 85

ALT 3 126 4
6 lazertinib 2 28 21
4 lazertinib AST 4 239 1
5 lazertinib 2 42 7

7 lazertinib

2 42 19
1 60 25
2 84 57
1 140 134

5 lazertinib ALT 3 225 8

PAPILLON MARIPOSA 1 Hy's law Guidance 
for industry. Drug-Induced Liver Injury: Premarketing Clinical Evaluation. U.S. Department of Health and Human 
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Services, Food and Drug Administration. July 2009

PAPILLON CP CP

7.R.3.5 PAPILLON

7.R.3.10

MedDRA SMQ
PAPILLON 59 60 PAPILLON

CP 8 1 392

59 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
* 101 66.9 56 37.1 89 57.4 44 28.4

89 58.9 50 33.1 70 45.2 35 22.6
57 37.7 17 11.3 50 32.3 5 3.2
55 36.4 15 9.9 46 29.7 16 10.3
7 4.6 4 2.6 11 7.1 4 2.6
4 2.6 4 2.6 3 1.9 3 1.9
3 2.0 2 1.3 3 1.9 0
2 1.3 0 0 0
2 1.3 0 0 0
1 0.7 1 0.7 0 0
1 0.7 0 1 0.6 0

0 0 1 0.6 1 0.6
0 0 1 0.6 0

*
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60 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

0 0
4 2.6 7 4.5
3 2.0 5 3.2
2 1.3 0
1 0.7 3 1.9
1 0.7 0

0 1 0.6
* 3 2.0 4 2.6

3 2.0 2 1.3
1 0.7 3 1.9

* 32 21.2 17 11.0
25 16.6 11 7.1
9 6.0 8 5.2
6 4.0 3 1.9

0 1 0.6
1 0.7 0
1 0.7 0
1 0.7 0

* 20 13.2 21 13.5
14 9.3 8 5.2
10 6.6 13 8.4

2 1.3 5 3.2
2 1.3 1 0.6

0 1 0.6
*

PAPILLON 47

61

61
PT MedDRA 

ver.25.0 Grade

PAPILLON 5 CP 3 52 10

MARIPOSA-
2 6 CP

3 10 3
4 12 3
3 14 3
2 16 3
1 18 4

MARIPOSA 6 lazertinib 4 112 55

PAPILLON CP
CP
PAPILLON
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7.R.3.12

MedDRA SOC MedDRA PT

PAPILLON 62 63
PAPILLON CP

5 1 633

62 *1 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
*2 125 82.8 13 8.6 108 69.7 5 3.2

60 39.7 0 47 30.3 1 0.6
55 36.4 1 0.7 65 41.9 0
38 25.2 2 1.3 9 5.8 0
32 21.2 5 3.3 29 18.7 1 0.6
18 11.9 2 1.3 2 1.3 0
12 7.9 0 4 2.6 0
11 7.3 1 0.7 4 2.6 0

8 5.3 0 2 1.3 0
7 4.6 0 10 6.5 0
7 4.6 0 1 0.6 0
5 3.3 0 2 1.3 0
4 2.6 1 0.7 0 0
4 2.6 0 8 5.2 0
4 2.6 0 6 3.9 0
4 2.6 0 1 0.6 0
3 2.0 0 1 0.6 0
3 2.0 0 0 0
2 1.3 0 0 0
1 0.7 0 2 1.3 0
2 1.3 0 0 0
1 0.7 0 2 1.3 0

0 0 2 1.3 2 1.3
2 1.3 0 0 0
2 1.3 0 0 0
2 1.3 0 1 0.6 0
2 1.3 0 1 0.6 0

*1 2 *2
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63 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

0 0
8 5.3 3 1.9
3 2.0 1 0.6
1 0.7 0
1 0.7 0
1 0.7 0
1 0.7 0
1 0.7 0

0 1 0.6
0 1 0.6

* 0 0
* 7 4.6 1 0.6

2 1.3 1 0.6
2 1.3 0
1 0.7 0
1 0.7 0
1 0.7 0
1 0.7 0

* 6 4.0 4 2.6
2 1.3 1 0.6
2 1.3 0
1 0.7 0
1 0.7 0
1 0.7 4 2.6

0 1 0.6
*

PAPILLON 47

64

64
PT MedDRA 

ver.25.0 Grade

PAPILLON

6 CP 3 273 7
3 CP 3 24 3
5 CP 3 8 7
8 CP 2 6 18

EDI1001

3 lazertinib 2 177 4
6 lazertinib 2 12 39

6 CP
3 29 15
2 44 20

CHRYSALIS-
2

6 lazertinib 4 51 120
6 lazertinib 4 23 7

4 lazertinib
2 9 3
1 11

7 lazertinib 3 40 56
6 lazertinib 3 29 6

MARIPOSA

6 lazertinib 3 158
6 lazertinib 3 15 7

6 lazertinib 3 162 25
4 171 17
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PAPILLON CP CP

PAPILLON

MedDRA SMQ
PAPILLON 65 66 PAPILLON

CP 162 7 541

65 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
* 21 13.9 4 2.6 20 12.9 0

11 7.3 2 1.3 15 9.7 0
2 1.3 0 3 1.9 0

CrCL 1 0.7 0 1 0.6 0
1 0.7 1 0.7 0 0
4 2.6 1 0.7 2 1.3 0
1 0.7 0 0 0
2 1.3 0 0 0
2 1.3 0 0 0

*
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66 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

0 0
2 1.3 1 0.6
1 0.7 1 0.6
1 0.7 0

* 2 1.3 2 1.3
1 0.7 0
1 0.7 1 0.6

0 1 0.6
* 2 1.3 5 3.2

1 0.7 3 1.9
CrCL 0 1 0.6

1 0.7 1 0.6
* 2 1.3 1 0.6

CrCL 1 0.7 0
0 1 0.6

1 0.7 0
*

PAPILLON 47

67

67
PT

MedDRA ver.25.0 Grade

PAPILLON 6 CP 3 253 5
CHRYSALIS-2 4 lazertinib 3 8 9
MARIPOSA-2 5 CP 3 176

PAPILLON CP CP
PAPILLON

MedDRA SMQ

PAPILLON 68 69 PAPILLON
CP 232.5 8

457
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68 PAPILLON

PT
MedDRAver.25.0

%
CP

151
CP
155

Grade Grade3 Grade Grade3
* 2 1.3 0 3 1.9 2 1.3

0 0 1 0.6 1 0.6
0 0 1 0.6 1 0.6

1 0.7 0 0 0
0 0 1 0.6 0

1 0.7 0 0 0
*

69 PAPILLON

PT
MedDRAver.25.0

%
CP

151
CP
155

0 1 0.6
0 1 0.6

1 0.7 2 1.3
0 1 0.6
0 1 0.6

1 0.7 0
* 0 1 0.6

0 1 0.6
* 1 0.7 0

1 0.7 0
* 0 0

*

PAPILLON 47

70

70
PT MedDRA 

ver.25.0 Grade

CHRYSALIS-2 8 lazertinib 3 6 10

MARIPOSA
8 lazertinib 5 524 1

6 lazertinib
3 285 5
5 289 1

PAPILLON CP CP
PAPILLON

MedDRA SOC
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PAPILLON 71 72 PAPILLON
CP 97.5 1 547

71 *1 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
*2 28 18.5 0 28 18.1 0

7 4.6 0 5 3.2 0
4 2.6 0 2 1.3 0
3 2.0 0 8 5.2 0
3 2.0 0 2 1.3 0
3 2.0 0 1 0.6 0
3 2.0 0 0 0
2 1.3 0 2 1.3 0
2 1.3 0 1 0.6 0
2 1.3 0 1 0.6 0

0 0 3 1.9 0
0 0 2 1.3 0

*1 2 *2

72 PAPILLON

PT
MedDRA ver.25.0

%
CP

151
CP
155

0 0
0 0

* 0 0
* 1 0.7 0

1 0.7 0
* 1 0.7 2 1.3

1 0.7 0
0 1 0.6
0 1 0.6

*

PAPILLON 47

73

73
PT MedDRA 

ver.25.0 Grade

CHRYSALIS-
2

7 lazertinib
3 127 3
3 179 3
3 277 42

7 lazertinib 3 72 14

MARIPOSA 7 lazertinib
3 463 33
3 485 11

PAPILLON CP CP
PAPILLON
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7.R.4  

 
 

  

EGFR 20
 

 
 

  
 EGFR

20
 

 
7.R.2 7.R.3

 
 

  

EGFR 20

 

 

 
  
 EGFR

20
 

 
7.R.4.1  

EGFRex20
NSCLC CP

 
 

 NCCN v.5.2024  
 EGFRex20 NSQ-NSCLC

CP  
 

 
EGFRex20 NSQ-NSCLC

PAPILLON CP 7.R.2 7.R.3
CP  

NSCLC
 

NSCLC EGFR 10 40%
SQ-NSCLC N Engl J Med 2008; 359: 1367-80 EGFR

NSCLC EGFRex20 4 12% Sci Rep 2021; 11: 18762
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EGFRex20 SQ-NSCLC
PAPILLON EGFRex20 SQ-NSCLC

CP
NSCLC EGFR

EGFR PAPILLON
NSQ-NSCLC

 

EGFR 20  
 

 
  

 
EGFR NSCLC

EGFR-TKI NSCLC ICI
CP  

 EGFR-TKI 
EGFR-TKI

 
 2023  

EGFRex20 NSCLC EGFR-TKI  
 NCCN v.5.2024  

EGFRex20 NSCLC p.A763_Y764insFQEA p.A763_Y764insLQEA
EGFR-TKI  

 ESMO 2023  
EGFRex20 NSCLC EGFR-TKI  

 ICI  
ICI

 
 NCCN v.5.2024  

EGFRex20 NSCLC ICI
CP  

 ESMO 2023  
EGFRex20 NSCLC ICI  
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EGFR 20

7.R.4.2 EGFRex20
EGFRex20

PAPILLON
EGFRex20

CP 7.R.2 7.R.3
PCR NGS CP CP

RECIST ver.1.1 BICR PFS 95%CI
0.395 0.295, 0.529 0.308 0.095, 0.997 PCR NGS 0.489 0.329, 

0.727 0.313 0.208, 0.471 49

Dx Target Test CDx
Guardant360 CDx

PAPILLON CP

PAPILLON
153 Dx Target Test CDx

50 209 Guardant360 CDx 51

Dx Target Test CDx Guardant360 CDx
EGFRex20 PFS

74 75

49 CP 145 CP 139 8 16 PCR 71
66 NGS 82 89

50 PAPILLON 308 87 DNA
60 8 153 EGFRex20

128 EGFRex20 3 22
51 PAPILLON 308 87

12 209 EGFRex20 155 EGFRex20 50
4
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74 PAPILLON Dx Target Test CDx
Guardant360 CDx EGFRex20  

 
 

Dx Target Test 
CDx  Guardant360 CDx  

A763_Y764insFQEA 2 3 
A767_V769dup 47 50 
S768_V769delinsIL 1  
S768_V769insVGT 1  
S768_D770dup 22 31 
V769_D770insCV 1 1 
V769_D770insGG  1 
D770delinsANPP 1 1 
D770delinsGP 1 1 
D770delinsGY 1 1 
D770dup  1 
D770_N771insG 4 10 
D770_N771insGF 1 1 
D770_N771insGN 1 1 
D770_N771insNPG 1  
D770_P772dup 1 1 
D770_V774dup  1 
N771delinsGF 2 1 
N771delinsGY 3 2 
N771_P772insH 1 3 
N771_P772insPHH 1  
N771_H773dup 13 18 
P772delinsRHNR  1 
P772_H773dup 4 5 
P772_H773insQ 1 1 
H773delinsPNPY 2  
H773delinsYNPY 2 2 
H773dup 8 6 
H773_V774insAH 1 2 
H773_V774insGHPH  1 
H773_V774insTH  2 
H773_V774insY 1 1 
H773_V774dup 3 2 
V774_C775insHV 1 4 
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75 PAPILLON Dx Target Test CDx
Guardant360 CDx EGFRex20 PFS BICR

FAS 2023 5 3

%
95%CI *2

95%CI

Dx 
Target Test

CDx

CP 66 35 53.0 11.14 8.38, 17.58 0.311
0.194, 0.495CP 62 56 90.3 6.67 5.55, 8.51

A767_S768 CP 24 12 50.0 11.37 7.72, 0.283
0.136, 0.588CP 23 23 100 5.59 4.80, 8.51

S768_V769
CP 10 6 60.0 11.07 0.85, 0.436

0.155, 1.232CP 14 11 78.6 8.84 2.69, 9.49
CP 32 17 53.1 11.14 7.20, 0.300

0.149, 0.606CP 25 22 88.0 6.67 4.21, 8.54

Guardant360 CDx

CP 82 50 61.0 11.14 8.31, 12.45 0.374
0.253, 0.554CP 73 67 91.8 5.65 5.49, 7.00

A767_S768
CP 28 18 64.3 11.30 7.75, 15.18 0.231

0.113, 0.469CP 22 22 100 5.44 4.21, 6.70

S768_V769
CP 16 10 62.5 8.28 4.30, 0.623

0.270, 1.433CP 15 14 93.3 7.69 4.37, 9.56

N771_P772
CP 14 6 42.9 11.47 5.36, 0.308

0.104, 0.908CP 10 10 100 6.70 3.25, 11.07
CP 24 16 66.7 12.22 6.74, 17.58 0.414

0.208, 0.824CP 26 21 80.8 5.65 4.14, 8.67

PAPILLON EGFRex20 Dx Target Test
CDx Guardant360 CDx

EGFRex20 76
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76 PAPILLON EGFRex20  
Dx Target Test CDx Guardant360 CDx  

EGFRex20  

PAPILLON 
 Dx Target Test CDx  

Guardant360 
CDx  

 

EGFRex20

 

A763_Y764insFQEA EGFRex20

 

Y764_D770dup 
M766_A767insAI M766_A767insATL 
A767_S768insSVG A767_S768insYVM A767_V769dup 
S768_V769delinsIL S768_V769insVAN S768_V769insVDN
S768_V769insVDNP S768_V769insVC S768_V769insVGT S768_V769insVGV 
D769insASV 
V769_D770insASV V769_D770insGG V769_D770insDNP V769_D770insDG
V769_D770insDK V769_D770insERG V769_D770insMASVD V769dup 
D770_N771delinsAGH D770_N771insNP D770_N771insNPG
D770_N771insNPHG D770_N771insNPP D770_N771insQRG
D770_N771insGN D770_N771insP D770_N771insSVE D770_N771insT
D770_N771insY D770delinsANPP D770delinsGP D770delinsGTH
D770_N771delinsAGG D770_N771insAPW D770_N771insG D770_N771insGF
D770_N771insGL D770_N771insGT D770_N771insH D770_N771insMATP
D770_N771insSVD D770>GY D770delinsNNPH 
N771_H773dup N771_P772insRH N771_P772insHH N771_P772insL
N771_P772insPHH N771_P772insPHV N771_P772insPTH N771_P772insT
N771_P772insV N771delinsGF N771delinsGY N771delinsKG N771delinsKL
N771delinsSGH N771delinsSH N771delinsSTH N771delinsVH N771dup
N771_P772insH N771_P772insHN N771delinsKH N771delinsPH N771delinsTH 
P772_H773insGT P772_H773insHV P772_H773insTP P772_H773insV
P772_H773insR P772_H773insQ P772_H773insGNP P772_H773insHA
P772_H773insHN P772_H773insTPNP 
H773_V774insH H773_V774insNPH H773_V774insPH H773_V774insPHPH
H773_V774insQ H773_V774insTQPP H773delinsPNPY H773delinsRY
H773_V774dup H773_V774insY H773delinsNPY H773delinsYNPY
H773delinsYDPNPY 
V774_C775insHV V774_C775insPR 

 
Dx Target Test CDx

Guardant360 CDx
 

 EGFR 20

 
 

EGFRex20
 

EGFRex20 EGFRex20 C-helix Loop following C-helix D761 C775 1
Sig Transduct Target Ther 2019; 4: 5 Nat Med 

2018; 24: 638-46 EGFR
EGFRex19 EGFR C-helix out C-helix in

EGFR Sig Transduct 
Target Ther 2019; 4: 5  
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52 EGFR
EGFR-TKI

Sig Transduct Target Ther 2019; 4: 5 Cancer Sci 2016; 107: 1179-86
EGFR

EGFR NSCLC
EGFRex20

EGFR EGFR
NSCLC  

 
 

EGFRex20 C-helix Loop following C-helix D761 C775 NSCLC
 

EGFRex20 NSCLC

Dx Target Test
CDx Guardant360 CDx EGFRex20

EGFRex20 C-helix Loop following C-helix D761 C775
1 EGFR

PAPILLON EGFRex20
 

PAPILLON EGFRex20 C-helix Loop 
following C-helix D761 C775 1

EGFRex20 NSCLC

 
 EGFR 20

 
 

 
 
7.R.5  

 
 

 
 

52  A763 Y764 EGFR
Sig Transduct Target Ther 2019; 4: 5  
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1 3

 
 

    

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 

 
 

 infusion related reaction 2

 
 

10 infusion 
related reaction  

 infusion related reaction
infusion related reaction 1 2

 
 

 

  /250 mL  
 

 2 1  
80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,050 mg 33 mL  50 mL  
8  1,400 mg 65 mL  

15  1,400 mg 85 mL  
2  1  1,400 mg 125 mL  

3 2  1  1,750 mg 125 mL  
80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,400 mg 25 mL  50 mL  
8  1,750 mg 65 mL  

15  1,750 mg 85 mL  
2  1  1,750 mg 125 mL  

3 2  1  2,100 mg 125 mL  
1 Infusion related reaction 2  
2 3 3  

 

 7.R.5.2  
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7.R.2 7.R.3

 
 

3 1

 
 

    

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 

 
 

 infusion reaction 1 1
2 H2

1 8
H2  

  
 

 

  /250 mL  
 

 2  
80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,050 mg 33 mL  50 mL  
8  1,400 mg 65 mL  

15  1,400 mg 85 mL  
2  1  1,400 mg 125 mL  

3  1  1,750 mg 125 mL  
80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,400 mg 25 mL  50 mL  
8  1,750 mg 65 mL  

15  1,750 mg 85 mL  
2  1  1,750 mg 125 mL  

3  1  2,100 mg 125 mL  
Infusion reaction 2

 
 

  
 
7.R.5.1  
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EDI1001 CP CP
PAPILLON

EGFRex20 NSCLC
CP 7.R.2 7.R.3

1 1 23 1 32

35 3 1 37

EDI1001 1 1 infusion reaction
2 1 1 2

2 infusion reaction
1 8 2

PAPILLON infusion reaction

PAPILLON H2

7.R.3.1

1 3

infusion related reaction 2

10 infusion 
related reaction

infusion related reaction
infusion related reaction 1 2
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  /250 mL  
 

 2 1  
80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,050 mg 33 mL  50 mL  
8  1,400 mg 65 mL  

15  1,400 mg 85 mL  
2  1  1,400 mg 125 mL  

3 2  1  1,750 mg 125 mL  
80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,400 mg 25 mL  50 mL  
8  1,750 mg 65 mL  

15  1,750 mg 85 mL  
2  1  1,750 mg 125 mL  

3 2  1  2,100 mg 125 mL  
1 Infusion related reaction 2  
2 3 3  

 
 

infusion reaction
PAPILLON CP

PAPILLON H2

7.R.3.1 PAPILLON

 
  
  
 

 
 

 
3 1

 
 

    

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 
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 infusion reaction 1 1

2 H2

1 8
H2  

  
 

 

  /250 mL   
 2  

80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,050 mg 33 mL  50 mL  
8  1,400 mg 65 mL  

15  1,400 mg 85 mL  
2  1  1,400 mg 125 mL  

3  1  1,750 mg 125 mL  
80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,400 mg 25 mL  50 mL  
8  1,750 mg 65 mL  

15  1,750 mg 85 mL  
2  1  1,750 mg 125 mL  

3  1  2,100 mg 125 mL  
Infusion reaction 2  

 
7.R.5.2  

 
PAPILLON

CP
PAPILLON
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 PAPILLON  

Infusion reaction 

 PAPILLON Grade 1 infusion reaction
 

Grade 2 infusion reaction
50%

 
 PAPILLON Grade 2 infusion reaction 30

infusion reaction
Grade 2 infusion reaction

 

 
 PAPILLON Grade 3 infusion reaction

Grade 3 infusion reaction
 

Grade 3 infusion reaction PAPILLON

Grade 3 infusion reaction
infusion reaction

PAPILLON
Grade 2 infusion reaction Grade 3 infusion reaction

50%
 

 

 PAPILLON Grade 1 2 2
 

PAPILLON Grade 1 2
2 Grade 2

Grade 2 2
 

 PAPILLON Grade 3 Grade 2
 

Grade 3 Grade 2
 

infusion 
reaction ILD

 

 PAPILLON Grade 2
7  

 
 PAPILLON Grade 3 4

 
4 Grade 3

 
 PAPILLON Grade 4 7

7  
PAPILLON

 
 PAPILLON

5
 

 

 
 

 
 PAPILLON  
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 Grade 1 2 infusion reaction
 

 Grade 3 infusion reaction
 

 Grade 2 1
 

 PAPILLON Grade 1 2
Grade 2 2

 
 PAPILLON Grade 4

Grade 4
Grade 4
 

 

 
 

 
 

 
 1  2  3  

1,050 mg 700 mg 350 mg 

 
1,400 mg 1,050 mg 700 mg 
1,750 mg 1,400 mg 1,050 mg 
2,100 mg 1,750 mg 1,400 mg 

 

 
Infusion Reaction 

*  

Grade 1 2 

  
 50%  
 30 infusion reaction

2 infusion reaction
 

 Grade 2 infusion reaction Grade 2 infusion reaction
 

Grade 3 

  
 Grade 2

 
 Grade 3 infusion reaction  

Grade 4  
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*  

Grade 1 2 2  

Grade 3  Grade 2  
  

Grade 4   
 

 
*  

Grade 2   
 1  

Grade 3 

 Grade 1  
 1  
 1  
 4  

Grade 4  
* Grade NCI-CTCAE v4.03  

 
7.R.6  

 

 
PAPILLON

Infusion related reaction ILD  
PAPILLON

114 52  
 

 
7.R.3

 

 
 PAPILLON

 
 EGFR MET
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7.2
7.1

7.2.1 EDI1001 1
140 mg 3/3 100% 350 mg 3/3 100% 700 mg 14/14 100%

1,050 mg 25/25 100% 1,400 mg 26/26 100% 1,750 mg 9/9 100%
140 mg 3/3 100% 350 mg 3/3

100% 700 mg 13/14 92.9% 1,050 mg 25/25 100% 1,400 mg 25/26
96.2% 1,750 mg 9/9 100% 1,050 mg 20%

3 77

77 1,050 mg 20% 3

SOC
PT
MedDRA ver.23.0

%
140 mg

3
350 mg

3
700 mg

14
Grade 3 Grade 3 Grade 3

3 100 0 3 100 0 14 100 5 35.7

3 100 0 2 66.7 0 11 78.6 0

1 33.3 0 1 33.3 0 2 14.3 0
1 33.3 0 0 0 2 14.3 0
1 33.3 0 0 0 0 0
1 33.3 0 0 0 3 21.4 0

0 0 0 0 1 7.1 0

0 0 1 33.3 0 2 14.3 0

0 0 0 0 0 0
2 66.7 0 0 0 2 14.3 0
1 33.3 0 0 0 0 0
1 33.3 0 0 0 0 0

0 0 2 66.7 0 3 21.4 0

0 0 1 33.3 0 2 14.3 0

AST 1 33.3 0 0 0 0 0

0 0 0 0 2 14.3 0

0 0 0 0 0 0
0 0 0 0 1 7.1 0

0 0 0 0 0 0
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SOC
PT
MedDRA ver.23.0

%
1,050 mg

25
1,400 mg

26
1,750 mg

9
Grade 3 Grade 3 Grade 3

25 100 15 60.0 26 100 12 46.2 9 100 4 44.4

17 68.0 0 15 57.7 0 6 66.7 0

5 20.0 0 6 23.1 0 3 33.3 0
6 24.0 1 4.0 1 3.8 0 2 22.2 1 11.1
5 20.0 0 2 7.7 0 0 0
5 20.0 0 6 23.1 0 2 22.2 0
4 16.0 0 7 26.9 1 3.8 2 22.2 0

9 36.0 0 10 38.5 0 4 44.4 1 11.1

6 24.0 3 12.0 2 7.7 0 1 11.1 0
5 20.0 0 4 15.4 0 2 22.2 1 11.1
5 20.0 0 11 42.3 0 4 44.4 0
4 16.0 0 7 26.9 0 2 22.2 0

13 52.0 0 12 46.2 0 5 55.6 1 11.1

10 40.0 1 4.0 9 34.6 0 5 55.6 0

AST 2 8.0 0 6 23.1 0 0 0

11 44.0 4 16.0 5 19.2 0 3 33.3 2 22.2

6 24.0 0 1 3.8 0 1 11.1 0
6 24.0 0 5 19.2 1 3.8 1 11.1 0

5 20.0 1 4.0 3 11.5 1 3.8 1 11.1 0

700 mg 3/14 21.4% 1,050 mg 11/25 44.0% 1,400 mg 7/26
26.9% 1,750 mg 5/9 55.6% 140 mg 350 mg

5% 2 78

78 5% 2

SOC
PT
MedDRA ver.23.0

%
700 mg

14
1,050 mg

25
1,400 mg

26
1,750 mg

9

3 21.4 2 14.3 11 44.0 1 4.0 7 26.9 0 5 55.6 1 11.1

1 7.1 0 0 0 2 7.7 0 0 0

0 0 4 16.0 0 0 0 1 11.1 0
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700 mg 1/14 7.1% 1,050 mg 2/25 8.0%
1,400 mg 4/26 15.4% 140 mg 350 mg 1,750 mg

5% 2

7.2.2 EDI1001 2
404/406 99.5% 390/406

96.1% 20% 79

79 20%
SOC

PT
MedDRA ver.23.0

%
406

Grade Grade 3
404 99.5 162 39.9

157 38.7 6 1.5
134 33.0 7 1.7

93 22.9 2 0.5
92 22.7 0
81 20.0 2 0.5

271 66.7 11 2.7

178 43.8 9 2.2

125 30.8 9 2.2

87 21.4 3 0.7

113/406 27.8% 2% 80

80 2%

SOC
PT
MedDRA ver.23.0

%
406

113 27.8 22 5.4

10 2.5 0
9 2.2 1 0.2
6 1.5 5 1.2

19 4.7 0

32/406 7.9% 2%
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7.2.3 EDI1001 CP
20/20 100% 20/20

100% 20% 81

81 20%
SOC

PT
MedDRA ver.25.0

%
20

Grade Grade 3
20 100 15 75.0

16 80.0 1 5.0
10 50.0 0

7 35.0 1 5.0
6 30.0 0

12 60.0 0
4 20.0 0
6 30.0 0

11 55.0 0
10 50.0 0

7 35.0 0
4 20.0 1 5.0

9 45.0 7 35.0
9 45.0 3 15.0
5 25.0 3 15.0

13 65.0 0

5 25.0 0

6 30.0 0
5 25.0 2 10.0
5 25.0 1 5.0

5 25.0 0

5 25.0 1 5.0

10/20 50.0% 10%
2 10.0%

9/20 45.0% 10%
2 10.0%

7.2.4 PAPILLON
CP 151/151 100% CP 152/155 98.1%

CP 151/151 100% CP 146/155 94.2%
20% 82
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82 20%

SOC
PT
MedDRA ver.25.0

%
CP

151
CP
155

Grade Grade 3 Grade Grade 3
151 100 114 75.5 152 98.1 83 53.5

89 58.9 50 33.1 70 45.2 35 22.6
76 50.3 16 10.6 85 54.8 19 12.3
57 37.7 17 11.3 50 32.3 5 3.2
55 36.4 15 9.9 46 29.7 16 10.3

85 56.3 10 6.6 0 0
COVID-19 36 23.8 3 2.0 21 13.5 1 0.6

45 29.8 2 1.3 16 10.3 0
23 15.2 1 0.7 32 20.6 2 1.3

60 39.7 0 47 30.3 1 0.6
55 36.4 1 0.7 65 41.9 0
38 25.2 2 1.3 9 5.8 0
32 21.2 5 3.3 29 18.7 1 0.6
31 20.5 5 3.3 20 12.9 2 1.3

ALT 50 33.1 6 4.0 56 36.1 2 1.3
AST 47 31.1 1 0.7 51 32.9 1 0.6

62 41.1 6 4.0 15 9.7 0
54 35.8 4 2.6 43 27.7 2 1.3
32 21.2 13 8.6 13 8.4 2 1.3

63 41.7 2 1.3 2 1.3 0

81 53.6 17 11.3 12 7.7 0
47 31.1 6 4.0 5 3.2 0

CP 56/151 37.1% CP 48/155 31.0%
2% 83

83 2%

SOC
PT
MedDRA ver.25.0

%
CP

151
CP
155

56 37.1 36 23.8 48 31.0 16 10.3

3 2.0 3 2.0 5 3.2 5 3.2
1 0.7 1 0.7 6 3.9 5 3.2

6 4.0 2 1.3 4 2.6 1 0.6

4 2.6 4 2.6 0 0
4 2.6 2 1.3 4 2.6 0
1 0.7 0 5 3.2 0
1 0.7 0 5 3.2 0
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CP 36/151 23.8% CP 16/155 10.3%
2% 84

84 2%

SOC
PT
MedDRA ver.25.0

%
CP

151
CP
155

36 23.8 31 20.5 16 10.3 13 8.4

3 2.0 3 2.0 2 1.3 2 1.3
3 2.0 2 1.3 1 0.6 0

3 2.0 3 2.0 0 0

3 2.0 3 2.0 0 0

4 2.6 4 2.6 0 0

8.
8.1

8.2 GCP

CTD 5.3.5.1.1 GCP

9. 1
EGFRex20

EGFR
MET

EGFRex20

EGFRex20
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2  
 

6 8 13  
 

 
 350 mg 
  
  
 5 11 17  

 
 

 
 
1.  

20 12 25 20 8  
 
1.1  

1 7.R.2
EGFRex20 NSQ-NSCLC

PAPILLON RECIST ver.1.1 BICR PFS
CP CP CP

 
 

 
 
1.2  

1 7.R.3 CP
infusion reaction ILD

 

CP  
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1.3  
1 7.R.4

 
 

  

EGFR 20

 

 

 
  
 EGFR

20
 

 

 
 NSCLC

 
 

 
 

  

EGFR 20

 

 

 
  
 EGFR

20
 

 

 
 
1.4  

1 7.R.5
 

 
3 1
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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 

 
 

 infusion reaction 1 1
2 H2

1 8
H2  

  
 

 

  /250 mL   
 2  

80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,050 mg 33 mL  50 mL  
8  1,400 mg 65 mL  

15  1,400 mg 85 mL  
2  1  1,400 mg 125 mL  

3  1  1,750 mg 125 mL  
80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,400 mg 25 mL  50 mL  
8  1,750 mg 65 mL  

15  1,750 mg 85 mL  
2  1  1,750 mg 125 mL  

3  1  2,100 mg 125 mL  
Infusion reaction 2

 
 

 
 

 

 
 1  2  3  

1,050 mg 700 mg 350 mg 

 
1,400 mg 1,050 mg 700 mg 
1,750 mg 1,400 mg 1,050 mg 
2,100 mg 1,750 mg 1,400 mg 
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Infusion Reaction 

*  

Grade 1 2 

  
 50%  
 30 infusion reaction

2 infusion reaction
 

 Grade 2 infusion reaction Grade 2 infusion reaction
 

Grade 3 

  
 Grade 2

 
 Grade 3 infusion reaction  

Grade 4  
 

 
  
  
  

 

 
*  

Grade 1 2 2  

Grade 3  Grade 2  
  

Grade 4   
 

 
*  

Grade 2   
 1  

Grade 3 

 Grade 1  
 1  
 1  
 4  

Grade 4  
* Grade NCI-CTCAE v4.03  

 
 

 

 
 
1.5  

Infusion related reaction ILD
114 52  

 
1 7.R.6
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PAPILLON

EGFR MET

EGFRex20 NSCLC

85 86

85

infusion reaction
ILD

86
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2.  

8
 

 
 

EGFR 20  
 

 
3 1

 
 

    

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 

 
    

 
 

1. 

 
2. 

 
3. CT
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1. EGFR 20

 
2. 

 
3.  

 
 

1. infusion reaction 1 1
2 H2

1 8
H2  

2.  
 

 

  /250 mL  
 

 2  
80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,050 mg 33 mL  50 mL  
8  1,400 mg 65 mL  

15  1,400 mg 85 mL  
2  1  1,400 mg 125 mL  

3  1  1,750 mg 125 mL  
80 kg  

1  

1  350 mg 50 mL  75 mL  
2  1,400 mg 25 mL  50 mL  
8  1,750 mg 65 mL  

15  1,750 mg 85 mL  
2  1  1,750 mg 125 mL  

3  1  2,100 mg 125 mL  
Infusion reaction 2  

 

3. 
 

 

 
 1  2  3  

1,050 mg 700 mg 350 mg 

 
1,400 mg 1,050 mg 700 mg 
1,750 mg 1,400 mg 1,050 mg 
2,100 mg 1,750 mg 1,400 mg 

 



97 

 
Infusion Reaction 

*  

Grade 1 2 

  
 50%  
 30 infusion reaction

2 infusion reaction
 

 Grade 2 infusion reaction Grade 2 infusion reaction
 

Grade 3 

  
 Grade 2

 
 Grade 3 infusion reaction  

Grade 4  
 

 
  
  
  

 

 
*  

Grade 1 2 2  

Grade 3  Grade 2  
  

Grade 4   
 

 
*  

Grade 2   
 1  

Grade 3 

 Grade 1  
 1  
 1  
 4  

Grade 4  
* Grade NCI-CTCAE v4.03  

 
 



i 

 
 

   
ADCC antibody dependent cellular cytotoxicity  
A/G  albumin/globulin ratio  
ALP alkaline phosphatase  
ALT alanine aminotransferase  
AKT protein kinase B B 
AST aspartate aminotransferase 

 
AUC area under the serum concentration-time 

curve 
 

BICR blinded independent central review  
Cavg average serum concentration  
Ceoi, serum concentration at the end of 

infusion 
 

CE-SDS capillary electrophoresis 
sodium dodecyl sulfate 

SDS  

CHO  chinese hamster ovary cells  
CI confidence interval  
COVID-19 coronavirus disease  

2  
CP  

 
CPP critical process parameter  
CQA critical quality attribute  
CRC colorectal cancer  
CrCL creatinine clearance  
DF diafiltration  
DLT dose-limiting toxicity  
DNA deoxyribonucleic acid  
ECL electrochemiluminescence  
ECOG Eastern Cooperative Oncology Group  
EDTA ethylenediaminetetraacetic acid  
EFD embryo-fetal development  
EGF epidermal growth factor  
EGFR epidermal growth factor receptor  
EGFRex19  EGFR 19 
EGFRex20  EGFR 20 
EGFR-TKI epidermal growth factor receptor-

tyrosine kinase inhibitor 
EGFR  

ELISA enzyme-linked immunosorbent assay  
EOP End of Production  
ERK extracellular signal-regulated kinase   
ePPND enhanced pre- 

and postnatal developmental 
 

ERK extracellular signal-regulated kinase  
FAS full analysis set  
FcRn neonatal Fc receptor Fc  
FcγR Fcγ receptor Fcγ  



 ii 

   
FEED fertility and early 

embryonic development 
 

FRET fluorescence resonance energy transfer  
GGT γ-glutamyl transferase γ  
HCC hepatocellular carcinoma  
HCP host cell protein  
HGF hepatocyte growth factor  
HI-HPLC hydrophobic interaction 

high performance liquid 
chromatography 

 

HILIC hydrophobic interaction liquid 
chromatography  

HMW high molecular weight forms  
ICH International Council for Harmonisation 

of Technical Requirements for 
Pharmaceuticals for Human Use 

 

ICH Q5A R1
 

 

12 2 22
329  

ICH Q5B   DNA

10 1
6 3  

ICH-Q5D   

12 7 14
873  

ICI immune checkpoint inhibitor  
IFN Interferon  
Ig Immunoglobulin  
IL interleukin  
ILD interstitial lung disease  
LC-MS/MS liquid chromatography/tandem mass 

spectrometry  
LDH lactate dehydrogenase  
LMW low molecular weight forms  
MCB master cell bank  
MEA mercaptoethylamine  
MedDRA Medical Dictionary for Regulatory 

Activities 
ICH  

MET mesenchymal epithelial transition factor  
NCCN  National Comprehensive Cancer 

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

 

NCI-ODWG National Cancer Institute Organ 
Dysfunction Working Group 

 

NGS next generation sequencing  
NFAT nuclear factor of activated T-cells T  



 iii 

   
NOD/SCID  non-obese diabetic/severe combined 

immunodeficient mouse  
NSCLC non-small cell lung cancer  
NSQ non-squamous  
NSQ-NSCLC non-squamous non-small cell lung 

cancer 
 

OS overall survival  
PBMC peripheral blood mononuclear cell  
PBS phosphate buffer saline  
PCR polymerase chain reaction  
PD pharmacodynamics  
PFS progression-free survival  
PK pharmacokinetics  
PPK population pharmacokinetics  
PS performance status  
PT preferred term  
QD quaque die 1 1  
QOL quality of life  
QW quaque 1 week 1 1  
Q2W quaque 2 weeks 2  
RECIST Response Evaluation Criteria in Solid 

Tumors  
rHuPH20 recombinant human hyaluronidase 

PH20 PH20 
RNA ribonucleic acid  
RP2D recommended Phase  dose  
SCID  severe combined 

immunodeficient mouse 
 

SEC size exclusion liquid chromatography  
SHO  severe combined immunodeficient 

hairless outbred mouse  
SMQ standardized MedDRA queries MedDRA  
SOC system organ class  
SPF sun protection factor  
SPR surface plasmon resonance  
TNF tumor necrosis factor  
TR-FRET Time-Resolved Fluorescence 

Resonance Energy Transfer  

TUNEL terminal deoxynucleotidyl 
transferase-mediated dUTP nick end 
labeling 

 

WCB working cell bank  
UF ultrafiltration  
V1 central volume of distribution  
V2 peripheral volume of distribution  

   
   

   
  

 



 iv 

   
  

 
CHRYSALIS-2   73841937NSC1001  
EDI1001   61186372EDI1001  
MARIPOSA   73841937NSC3003  
MARIPOSA-2   61186372NSC3002  
PAPILLON   61186372NSC3001  

   
   
   

   
   
CP  CP  
lazertinib  lazertinib  

 


