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& &% FARE | AAA FE FAMNA
S— g | o] o R A 15-30%
s8] e A o8] =225 -50mg)
E2 IR TEL | g2 | o] o Fol A 30-602
S opAl Eo}u B | ol e Rl A 1308
&) o %
(650-1,000mg) A7 | ol o Tl A 30-60%
g A EFE(10mg) E=
FFIFZEIET | MYz =YE2U0mg) | AW | o] o Fof A 45-60%
EE o9 FEF o

o] °F £a A &4 WRe.

Tol o g Fo ARIF A1Y, A2Y) Basdt, o] FoAdE Ao,
2) TYU&EE
FE 4o AAE FUAEE et o] ks AW o FAdt A FAA FARHNS
of Z wAstnE FYPFANS BAA FE wEE HAg ] At AlF A2
Fole gx AMS 53 FUL 1y} o]FoE= FA AUS FIM FIL
At FUFJAERE Al FUATLE AFT F AEF, A £H2 /e Fo AA
o gAste Aol AFHAT
£ 4.0 F FUYE=
1050mg 8%
23F (250 mL =4
= °co T AU} Rola g Sut molAL
T il %]') Ty T T d
AlE (£ 22 79)
Az A1 350 mg 50 mL/hr 75 mL/hr
Al1% A2 700 mg 50 mL/hr 75 mL/hr
2% 1050 mg 85 mL/hr
A3% 1050 mg 125 mL/hr
A4z 1050 mg 125 mL/hr
ojs #* 1050 mg 125 mL/hr
1400mg 8%
Qar 1
% Tl | s puss | aw suss
1O
AlE (88 22 #9)
Az Al 350 mg 50 mL/hr 75 mL/hr
A% A2d 1050 mg 35 mL/hr 50 mL/hr
2% 1400 mg 65 mL/hr
A3% 1400 mg 85 mL/hr
A4z 1400 mg 125 mL/hr
_Oli & 1400 mg 125 mL/hr
ASFHE = wi2Frith T3t}
TS FY AR A A FARERS 0] glE A 2 FYLEES FHE FY&

E2 F7HNRH.
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1050 mg

1050 mg
1400 mg
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O a%-83
g ZHE 38t X8 F e XE olFd HWo] dH HIAHAGJAXTEA
(EGFR) <= 20 A WHol7l A= I4 P = Aol HAAEZHYG AU 3

SAEGFR) @)= 20 49 Wol7l g Za YA Ee
AMEAG 49 BAe] 12 AB2A RS D Huedgasele]

o

Aol EGFR TKIE Z@ste] Mmwe o] gl %3]44AAFEAECFR) &
19 A& Ex o 21(858R) A& Wold AWA vAMEAL 42 HAelA e 7
BEe 9 A=A sohe] §Eany

FU

FEAGZAJAATEAEGFR) A& 19 A& =& I 21(L858R) A8k Hold =4 %l
1

344 e Aol HIAAEHS Hd #AY

o] oF2 Al AHE FEol A= Ak HAFTlel Foo
PHEE g YA AEYE fsto, FA A AR oF
]

N3 oFEC FE). M o] oS H4 B 59 F3
= ! %
o1 2}2= & A(EGFR) & 19 A<, o4 21(L858R) X|8F, = ol 20 4] wWolAt

£ - 184 o4k 43
m 3% 244
ARZee @ svEAA S BE A o] oo AREHE ok ® 17 2k F

A &E - F 4 FF)




E L o] o9 AREF H 3F g FAdA
&

FAANZA S} . £ o1 0] = o] ¢f njo]d
o] A2 4 8 T (350mg/7mL) <
AlFHE A4F7HA F 13 (F
43] &%)
1400 mg | e A 15F-A 1 L3} A 2 Lo 4
80 kg mwt B EH
e A2, 3, 4F-Ald e F
1750 mg | A7FHE 3FHT 13 Fo 5
A1FRE AMAF7A F 13 (F
43 &3
1750 mg | A 1F-A 1 I} A 2 L 5
80 kg ol TEE
e A2, 3, 4F-A1L T
2100 mg | A7FFEH 3FviH 13] Fo 6

OIF A% WEl JUgE 89 WAS PasA 9

AREee D AuEAAEe HE A, o] e AnZgd 2 AuEANE T
EA Bojeol Atk AMEANE, ARZHR 22T o|Fo] of o FuZY
9 suEdA s 8% 4 AgAFoAG 12 ARAE A AR D A4
NG @ g kAo ANgRE Fnah

Fol ©Eay mx dolAEgste 3§ Aol dFEFe ofd m29h LTk (F

X 2.0 %9 AR LHF H 2F 71F FAYR
A W ag gy ERSBE o) & Hrelt
o AZ (350mg/7mL) %
A1 F5E AdZAA =
18] (% 48 8

o A 1F-A 1L A 2L

BsE

1050 mg | BEF 3

« A2 3 451D

ol

AS5FEE 270t 13 Fo

Al F5E A 4F71A F

X o0 13 (& 43 83 )
& leA1z-a 195 220

T8

80 kg w|¥

e

»

80 kg ©I
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o A 2, 3, 4F-A 14
ol

AS5FHE 25ttt 18] £

ao]

¥ A= A
Aol A e g § st B

DERAE

Ze e

F WACS DaerA %ok

of Fof Al o] of2
]

deolAEd F

o] -9

Fogfof gt BoAEHe &7 AW AT 12, AEIHE A A
B 3) AEAE g s kA AW HRE Fag.
2 57)%k
Aol 8 =& £ F fle 540 UErd w7hA T
D F¢ A AHA FE

o] oF& FYP3tr] Mol T I3 2EMNIAY HAAE TSI A 1F A 1, 2Y
e SFIAIEHIC|EE Tl dtH, o]F F Aol Tao wet FA%
}.
E 3 AARA GE
o2 &% 2442 [AAA e EAAA
33| 2~ A" | Al s =2k (25~50mg) EE o] | A o] of Bo| A 15~30%

st w5 o 7 o] of Fe] 2 30~60%
3 F A oA Eo}r] = 31(650~1,000mg) A o] ¢ Fof A 15~30%

7 o] oF Eo] A 30~60%

=2 FZIZZF | A EREQOME) EE ol9t T | AW o] ¢F Eo] A 60~120
o=t T oF ®
grzaed | daiuEiong £ ol 5|4 o o Eol x 45-60%
o= 53 o
of of Fof Al 3} F ottt
Tol o AE o] AALF A1Y) ZL3s}
*o] oF TR Fo] AANF A2Y) R o]F T ol AdeFH o,
2 FU&E=
E 4o AAE FHEE wet v 35 A0 E o] kg AWM Y FHta & 59
AAE FU&EE ma} o] 25 HH S F o] oS AW FEogr)




A FAA FAHAGZo] 2 Bt E, FAAETE YA FE =55
H2g3l7] st AlFe A2Foe T2 AWES 53 FUS 1HIH o] Fofl=
T ARE F3A FUAL F A FHI-ETZ A FIATS AZTS
UEE, 3 &F2 73 Fof A A= Zo] AR
£ 4 W) 3% 2474 5o A o] o FYEE
A% 80 kg w| g+
=0
z R I
o
AlF (EF £ F9D
Al Al 350 mg 50 mL/hr 75 mL/hr
Al A2Y 1050 mg 33 mL/hr 50 mL/hr
A2F 1400 mg 65 mL/hr
A3F 1400 mg 85 mL/hr
A4 1400 mg 125 mL/hr
o]l % F 1750 mg 125 mL/hr
A% 80 kg °]%
=0
= &F (250amL A 20 2oqas P
&)
AlF (&F £ F90
Al Al 350 mg 50 mL/hr 75 mL/hr
Al A2Y 1400 mg 25 mL/hr 50 mL/hr
A 25 1750 mg 65 mL/hr
A3F 1750 mg 85 mL/hr
Ad4F 1750 mg 125 mL/hr
o]F F' 2100 mg 125 mL/hr
ATFHREE o] 3Fnit FoFio
TAS U A 2ARAA FABAEE] g A 2 FYLES I F9Y
£52 F7HA I
5 W 2F 4 T A o] o FUEKE
A= 80 kg v g+
=0
= FEEOILTIN zu zuss | e pessT
o
AlF (&F £ F90)
Al Al 350 mg 50 mL/hr 75 mL/hr
A1 A2 700 mg 50 mL/hr 75 mL/hr
A 2F 1050 mg 85 mL/hr
A3F 1050 mg 125 mL/hr
A4F 1050 mg 125 mL/hr
o)l % F 1050 mg 125 mL/hr




A= 80 kg o4
gk XS
= &3 (2501:]-II1L 90 20 =qla Tu) =eja
&)
AlF (&F &8 F99)
Al1F A1 350 mg 50 mL/hr 75 mL/hr
Al A2Y 1050 mg 35 mL/hr 50 mL/hr
A2F 1400 mg 65 mL/hr
A 3F 1400 mg 85 mL/hr
A4F 1400 mg 125 mL/hr
o]F F’ 1400 mg 125 mL/hr
ASFHEE ml2Tore Fof .
TAS FY A 2AWAA FABALSO] Qe A 20 FUEES Tl Y
&5 2 F7HAZT
4 =
of eke] AGE Felzt wHI AS /b5 F Wl o] g FHFI, o]F T
A4S fAEA FALHL 2D
8F =4
o FRFE(3E 7 i) Al & 63 o] o] ¢ §FS FaATE o] dRdEH
E 6. o] &Wks A o] o §F=Hd
ojgHty I &7 | AWA §Fxd | FHA &F=d AR &F=4
1050 mg 700 mg 350 mg
1400 m 1050 m, 700 m
g 8 5 o] F
1750 mg 1400 mg 1050 mg
2100 mg 1750 mg 1400 mg
SIS Al & T3 2ol o] 9] FoJE =AstE zlo] A
B 7. o) dNks A AREHE o] ¢ Fo =3
oS 325 o] =4
FuAn g 1 E& 257 - FYBEdgol JAHH o o FYL
THeta, wkgo F4go] s4E WA
a5 #EI
- whgo] UEhd Ao FY&EO| 50%E
o] ¢ FAd= AT
- olF 0% Bk FrhAE Zol
dehbA om, 2ULEE F/HAZ
T AG (F 4, 5 Fa)
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DA HARHATY T AEAA

PRI

MARIPOSA Aol A o] <3t #olAEld W& &9 EGFR

21(LL858R) %3} WHol"d =24

1
|

theo Ay Au

)

ol &=
-

T
=

4

19 4

4

ol
)

5]
j =

g Fof

AL FolAEY 240mge 1Y 13 AT =
4 4% Tk 1050mg (AZ 80kg mlgHl A$) mi: 1400mg (A% 80kg ©]

ol

2% vith Rl wgrom, Ao A3

1

|
1
|

5% 3} 56

& & e B4 dehd BAA A%
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o ¢f3} AR FTR D SMEANE W EEHE AP

theel SRy ARE T T AT of o AnFerd 2 AvEdAS Bgamol
=Z% 2815 o2 HE dojzl Aot

e MARIPOSA-2 A2 QA H A5 EF o] %o zlgo] &ld EGFR 9&19 2

i rlr

™ =
& E I<E21(L858R) X3 Wold wah P & o)A HlAMEFHLG A 1309
e PAPILLON &17-¢] o]zlel X282 # ¢l EGFR €20 44y wold Z4 A ==
Aold waAM et 2t 1519
HAES A5 4F FA2 o] oF 1400mg (AF 80kg mIREQl Z-9) HE= 1750mg (A5 80kg

)= F13] A Fokgtal, o]F 7TFARE = 3FHH 1750mg (AF-©] 80kg ™

o1 7
ghel 79) i 2100mg (A Fo] 80kg o149l A9 §HE Fof wgrom, Aol 1y
AL H88 F gl S0l vebd mbd A&stge, shRFebe AUCSE 3Fri 19

¥ A 12F B, AVEAASE 500 mg/m’ S 3F vtk 1514 WEEe weron, Aol
=o] tehd WkA A&tk of ok} AREeY 2 e

g BE0% o) oldurge WA, SWE BH, Y
A<

y
A, TUY, WE, BF A4S gx 224 53 PE 291 2209
= = [e) = S
| — |

Ak 7 EB32% o)) 3 = AP AAF ol SAT 4, NG DA,
ad 4, RS2 T4, ZF 4 UEF 4, debd oindolask 7t vt
ZZgY Holgs =7} a8 &R A7 g

9 b ARE= CHRYSALIS A7tollA o] of ©daw(Als 80kg mwkel A%
1050mg, A5 80kg o<l ¢ 1400mgE A& 4532 F13, o] Fdl= 25 13 Fo)

of =¥ TaYY e Mol WA EZHS S 3028 o= HE Aol Zo|th o] of
= Fo2 3029 A 7, 36%= 671 o1, 12%c 1'd G o] ol =EHUH ]
A dAHDNA, 7HE EH20% ©)F) ol gt X, FHEHENE, ERFFAY,
TEA T B8 29, 24, 7 V1A AR, FUd, B, TE, adSelit. T £
2% 1) 3, 4s+w d 4, 4R A, 99

919 A€ & I9<E21(L858R) X3 WoldH HIAMEHAGIA X5

oleol 71&® kHA A= olde] Xmux ¢ke EGFR 919 Ae E: o
21(L858R) A&+ Wol® w4 P4 e o)y HAMEAL B4 219E oz &
MARIPOSA Al &ollA] o] ¢k} Ho|AEHY W&
240mgs 149 13] A2 WEF HOoHA ©

2
£
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of
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T g2ke] A9 EE 1400mg (B0kg ol gAY A9 AW Fo] wgkal, o] % S5FAEEH =

27 uith Fof uwigkth o] oFi HolAE Y-S W& Fourd 42199 A F 73%= o] oF
of 671 o] =ZEHAA 59% = 1@ GA o] ¢Fd =&= Ut

o] ok} Ho|AEHS WEF e AAEY AH FTYHS 64ACEH: 25~88A) o H,

64%= o1/dolAaL, 59%7F obAlol]l, 38%7F WiQl, 1.7%7F otwlg]rt dAFH e LTt
AFH, 0.7%7F 591 == o= 7HA v=dl, 1%7F )1F EHolAY & <AL, 13%7F 3

29y == ZFEAFSH, 67%7F ECOG (Eastern Cooperative Oncology Group) =38 “J€j

1, 33%7} ECOG 3 el 0 o] a1, 60%7F EGFR A<=19 ZA<=o] A1, 40%7} EGFR <

+21(L858R) A g EAHo|7F AU

TR o] dHHEE o] oF HolAEEde HE TS Ao 49%0) A EAY3

2% o]/l A “35{ T o] AHgoll= 7‘4“—“1 A E (11%), #HHA@%), T3 4

A gHH A Z F 2.9%), Z2Y19 2.4%) 1811 F9 A& FAAENS

A= [e)

o ZHALT, of kst Aol ALY HETo] W A Aol ABA ol s
2 %A Ao, Dy HAFHA X2 AME1.2%), HEF D SFFHAEZ 1%), #HEH,
AN R FAEA0T%, HAA, H ARS8 =2U9 (2 05%) e FE

AMAGF, FH BF LW 25 D A6 FA@ 0292 8 B,
NGO R o] kg PT Fhe BAE 3%ATH B 1% ol FolA of ko] P =
9o 2 oW oRE W, FYBANS, £NE 54, A9 AANAZ, 2244 7
AMAGF, AW, BE ALENGZ, J2, A7 ol 11 BF el AU
NGO o] oke Eol Tud BAL SSUATE BAY 5% oA Fof FUE z7
@ olgwhgont FUBANS, WA, EUE 54, 2RI, AW FAAAE, dehd of
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o] ¢fe] FAE I FABAY, &§FE HEATAY

7) #jol-gio} =4

g7 B FEREEREHY A7 A W, JalFel 1 Fof Al o] oF2

oAl e FEL F vt YA} F=oA ©E EGFR AsjAlE stle o HiEjol

T Ao, wjol XAf, A BB EC] FUFsEATE 7HY ] @*éﬂlﬂlt gjotol that ZhAj 2
dElaL o] oF Fo =T B vpAY FAREEH IAA7A B3 AdEE A

| ofe] b4 e WA ARE YUtk YA BRolA ohE EGFR 3 MET
ANAE Folstde w wiok elo} W Aoy, wlob AL kel WAol Frbstech. me
A 871 R BERYAN AsHE SAZ, ol ke JUT AN A Holl]

sl md o oloo] Hlolel Tld A 91

4 919 A5 ol o] ok A
Agatel e o B o] of Ba % 87}

14lske A4S, Holel td HAA

Zol

g el A ejok Tk

2) &

of efo] A P FEY mHE BHEEA, Bg A4l JFE MAEA gL el
A QA Ytk B SRS e ol AZF oldMse U sbsHel Yoz
o] o £o] £ B X% Fol F NY b 4457 e AL ARHT
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7ZaAL ety ok frh.
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of o §e JRATI} T 2AT FAFYFOR 34 5 FH]Hofo}
(D $Ae) FoAN A AFE DA o] ko] WaEF P BRF ol &
(‘g% ). ol ofe] 2z wholake ofwlulel 350mg e AT

(2) o] oF g0l TAo)A AT = AMUA HAFTE AMHAAL {FHOZ YAt Kol
WA e

(3 5% HAERAEEY) §9 £ 09% FFUEF §9 250 mL FIIA FYT of
ofe] RulwhE g Hskel WA (o o] o @ HolY F FAWeIA 9 TMLE A
A, 74 ALE AHITANLCV0), EezzHAPP), T LAPE), EF T
HPP+PE) F shitolofof st

() 7} wpol el A o] of TmLE Hshe] FPule] Ytk Fde] HF Hu: 250mLo]o]
of Tk R AA §FL BAHI] Astel 7 wlolde 05mLe F7b §FHoverfi)
Pk vholdol e HALSEE 79

(5) B¢ EF37] 9Istel FUUS HEYA ARt BEA Wt

6) Fol 7, 34 g 4oz AAPT. WAl 3] 2

A e

M 34 foe 4e(15-25C) 2 Az 2ol 1047 ol RFUATE EFhl T
ofof B},

ok

=
A4 )

rulm

"

2) £
D Fo A, g4A 5% 25T &4 E= 0.9% FIUEF §MoE ¢ NEE FHgTh
(2) & =471 dEklln-line) F+, FLEA, ASRd PES ZE(0.2mE 71+ FUA

EE ol &3t 34 84S A U FAdr Fo AES Ade F9HSPU), FF
e}l A(PBD), PVC, PP, PE % 3luo]ojof gt}

Q) 22 AHEle Fato o] I & AAE T FAHA &=

@) ©] AFL L3JFogolth MAGES Bd FA w2t Hro

FHstam A gomz, o) oke] 4B L 4 WPyl )

2) o] & HEAE e o4
Ades wAS  floe SA AREsok aﬁ} o] ok WAHIAX AW THed FA
A3 Tl A(15~25 T4 FYJAIRE

E3 10AIZE ool Fofgitt.
) Moy HEE 3] f EZYHE HAJH




12. AEJE 93 AR

D ofgjsts &4

ofuHteElS &4 2 A &4 EGFR WHole} MET Wo| H I=
SIS HAMEE AAStE, A-FFA(fucose), ¢ AZEf) IgGl 7]1¥F EGFR-MET ©]
Eo|Z gAolt}. oluutelRt2> EGFR¥} METS] A 9 Tw|le] A7t}
HAAAES 3 ofvm|ulelgre & 19 Z<=, L858R thAl, A& 20 4 wWHoleb Zo] I
2} o2 EGFR @43 Wo|E 713 ZFko), o|xpd o= T790M, C797S &< A A
Hol FeFel, 18l MET A2 43 <Qlste] EGFR A&l that A4S 7H T
= 7= ALE YEET ofnRtetrS gxte A¢E xtdeta EGFR¥ MET9
B o2 EGFR# MET 4A&7]5& WalstH, o2 s T A&7 23
HFz| 3o}, FokA|E F W] EGFRI METo] A3t A A EU AN E e
Hhg7] A2 o] 2ol & 4 Ut

F

o=

12 o Az =

(2

1
HaH o2 Zrlan

o ofe] Hg opEote] wWEw, ARHE 3% 4y U 2% oW wRelA 135 of ool
G FEo =EERon, A4 2He 19

A8 Hae HF w2719 78 B (% HEAST)S 242 0.266 Liday (30.4%) & 13.7¢
(31.9%)°] A T

(3) EFctel g AR

- 174 ©ol3} Aof ¢ Ao} &ate] thgl ofm|HtEbRte] oFF S A& A gttt

- 654 o) @A - ARE@I-884D wWE ofm|HiEtRte] dAH o ® YH|QE o A
O].‘:_ _Tﬂ-i]—ﬁ;(] OJ-O}AI;]_

- Al - AF(60 < CrCl < 90 mL/min) ¥ FT&5%=(29 < CrCl < 60 mL/min) == T35
CrCl < 29 mL/min) Al7el7} ofmRrere] k& dho mX& AR guQde VT
HEERA okt FF Al Ao tigk HolH = AdH o)A THn=1), °|& T}l A
g 2do] HQsiteE A= fith 27 A1 A3KCrCl <15 mL/min) Akl o gk © o]
= Stk

- b4 o opm|RbERT o] IgGloll Z|RbshE A= XbollAl thAEZA] o B, IH7)%
W37t ofm| HhERT H’“Oﬂ FEFs vE e o 2

> ULN) =+ (ULN < & "8]3] < 15 x ULN 2
ULN®] 1.5~38) 2 E“- AST) Z17goi7t opw|wtepynte] ©
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- 49 oluPiERY AHAEL oA HIE dAdolA 24% =gkTh Iy Al whet 14
o2 o QlE olrREERRLe] oFE 3l Aol HAE A okt

- AF OPUWE}‘?M A %E%—@ﬂr Hage Asol ~7W°ﬂ wet F7het o] oF&
A& 0}01 o, & 80kg W%+ A= 1050mgS skal 80kg ©]7 EAjel Al
= 1400mg st S W, ofHRrENY =E2 fAFSATH

3 YFAE

ool XEWA] ¢F2 HlAAZH L
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EGFR ¢ 20 419} Shdlo] JeiS sUshy] 9fsh A 3089 BN 5 24
(8% AFE A% Gl AARAD AAH 14T UG5

HEs THEL QA AIEHULS%E AT

z=3ed Al H o7t e FAe FASHA A8 wol YFHOR PRI FFAo]
o, 5249 g A Ha 2F T ZEEHIZHZO|E A8V MY B FAE = A%
ot ILD ¥¥, & f ILD, 2 ZolE 87l a3 AN HEF == gaziow &
4] ILDe A7t = A= 4 d7elA AlLl=H A

oke 4% EQk wlF 18] 1400 mg (A% 80 kg Tl A$) i 1,750 mg (A% 80 kg
| 39) 4 Rl 08, ATFAREE Dol AANAY H8T + e SHo)

o 7‘C:)]
vebd w7bx o) 3Fwick 1,750 mg (A5 80 kg m]wHel A9 mEE 2,100 mg (A= 80 kg
o4 AP)E AW FAFHUG FtRIFES 18T dmg/mLe FE-AIF FA 5 WA

(AUC 5)o.2 35ttt HY 125 < A9 TR AWM EIA == do] IPHAY
54T & v FA4o Yebd w7zt w 3Fwick 500 mg/m* ¥ AW Fo =AY T2
Hl A& ECOG 4238 e, o]de] ¥ #o] & o)A EGFR TKI A& o ¥o wa} AZ3= <
o Ao Mol &l 7R ZETE 2 AMEIANE B8 FojTol FAY wiAE AF
A= o] ofF @R aRS W] & wAtsts Ao] S EHU.

% 308" o] HFArL o] oF FtEEHY F HAWEIAE BHE& FoF (N=153) =& 7R
ey AYEIDANE HE T (N=1550 % FALA:D AU}, A% T2 62




Al CRS]: 27~924D R o, thdARe] 39%7F 654 o] ol 58%w oA oI, 61%= of
AloplolR o, 36%= Hilo|At) Ho]2gkle A ECOG(Eastern Cooperative Oncology
Group) =3 AEHIE= 0 35%) T+ 1 (65%)°10 2L 58%+ EHlE & Aol fth 23%=
¥ o] WHgo] AL 84%+= 7] I FA 7AW Ao E FAHAT

o] ¢ 7R EYH F HHEAANE HE FATS JlEESTY B HWMEIAE HE
of 7ol vl FR AHE ZIZHPES) A Aoz oun| i FAHOE {7 NS
Blor, 238l = 040 (95% CI: 0.30, 0.53; p<0.000D°o. 2, 3=}e] AW X&) == AW
ol 61% AT 12 &4 BA AA AESES o] oF FoAToAY FE3t AE oA
AstE A AFES HAF e, 7I1EEAEH Y AW EHYAE HE Foo 729 )
HAY &2 F 65 (A2%)0] o] ofF d=EQ Mo R HEste] Fof Wit

3001 Ao F8A4 A3+= F 16, 1Y 1o QFF o] Y}

,d
o fo X2 T A

# 16. 3001 &9 FEA 2H

o] ¢ + 7R EZZHE + FH | IR S EH+H W EH A=
Ed A= (N=151) (N=155)
TR =7
AR A AL (%) 84 (55%) 132 (85%)
=4k, Ol4, 95% CD 11.4 (9.8, 13.7) 6.7 (5.6, 7.3)
A&n195% CD; p#x 0.40 (0.30, 0.53); p<0.0001
7—HJ4’X4 H]_ e} Ea
NAA HE-S-E (95% CD 73% (65%, 80%) 47% (39%, 56%)
&4A H-s 3.9% 0.7%
BE QS 69% 47%
g 2|4 7|zt
Z47PONL, 95% CD 10.1 (8.5, 13.9) 5.6 (4.4, 6.9)
Cl = confldence interval(2 & 71

NE = not estimable(5% &7}

a 1Y ¥3H7E 71 HAlLlel Y8 wrtHE =93 T AR 9T

b AA AEZIF FHEA A 712E dA AEVIF B wAe] FAH nT@ B o
el 2AEA FE (FHAFE o] ofe] d5QY Fo B2 IR EHEHAWEIA =
W8 B2 65[42%))

Fodd SHA i

29 1 olRel NEWA @ HAAZAY BA LAY BEA0e] B =r19™
=978 3¢ AE Brl BE AAE@-rlolo] FA
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Proportion surviving without progression

No. at risk
RCP 153 135 105 74 50 3 15 3
155 13 7 4 14 4 2 1

EGFR d<& 19 A& =+ d<& 21(L858R) X8 @R ol7l A& oA Ax HFo] e 1
M EH G BA

NSC3003(MARIPOSA)& <224 A&7} 7153 EGFR Wo] =4 ZgPA == oA H
M EZH S SAE HFoZ 13 A BAZA o oF #HolAEde LAY Fa4 2
A e 2AHEY 9589 vlastd ﬁ“ﬂ‘é}l“ T4 WA, 84 iz, brjd 3%
TFoltt. A AAE AY AAE T g8 F 7HA E¥bE< EGFR Eddel(d= 19
A wmE o 21(L858R) A3 Edwo]) F S 7 glojoF ok

% 1,074 2] &A7F Aol APHAY &L Aol BT w7t o] °ofi
oJAEY HMEAW, LAHEY TEaR e g " @=arol 5239 wiAd@2: D5
At o] ok 1050mg (80kg T 3] A$) EE: 1400mg (80kg o4 Bape] H$)e] 4
FXF w13 AW TEAE & 5FAEY 25t AW EAEHAT. g ol A dS 240mge] 1
d 13 AT BAHAY. LAHEIFES 19 13 80mge] A+ FAEHAG. F2H9 s
EGFR EdWo] §3(d<E 19 2 = <& 21(L858R)), QAUF(oFA]o}Q] HE= H]o}A|o}Rl),
¥ o] WE(d T ol ) wet AS3IE AT

Hlo] gkl 54 2 AW EALS AE5T MRt A4 43L& olFAY. A% TS
634 (HS: 25~884DR o™, 3hAFo]l 45%7F 654 ool 62%= oA, 59%= oFAlol]l,
38%= W<loldtt. o] ~gkel ECOG(Eastern Cooperative Oncology Group) T Hre
(34%) == 1 (66%)°1AAL, 69%= FH olgo] florm, 41%= olHd = o7l AU
0%+ A e GA 47] = 23 ATk EGFR =dWo] e} #Hste 60%e ‘2‘1’“
19 A<olQ a1 40%+= <= 21(L858R) X+ =< Ho| T

o] of2 Ho|AE YA BEt wrtEYE 93 T4 HE HIb & 7Y AE 73
of o] FAHCLE fFosta YFHoE on] U= VNS BRow, LAHE P Hl3|
e == A f1deo] 30% adt (HR=0.70 [95% CI: 0.58, 0.85], p=0.0002). 35 F*ldj
AEZNE TS o] o dolAEHd ¥ A5 23.7270€ (95% Cl: 19.12, 27.66)°] 1
3, LAHEY FAe] A 16.5971€ (95% CI: 14.78, 18.46)°] At}

® 17, 3% 2= #olAEEH W& o] °ofo FEAH ANr 8%

2 2 br

ool

_L4

l
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3 17. BICRe| w2 NSC3003 +&4 A

T

o] ¢k + Ho|AEY AHEY o] A El
(N=429) (N=429) (N=216)
A A
A 192 259 121

fgg‘ﬁég“%’ 2372 (19.12, 27.66) | 16.59 (14.78, 18.46) | 18.46 (14.75. 20.11)
1 11(95% - 0.70 (0.58. 0.85); 0.72 (0.57. 0.90);
CD; pgk p=0.0002 p=0.0046
M HF S Ba
AHA WS 86.2% (32.6%. 84.5% (80.7%. 82.7% (77.0%.
(95% CD) 89.4%) 87.9%) 87.5%)
b s 6.9% 3.6% 4.2%
ENERTNCS 79.3% 80.9% 78.5%
w24 7|70
fég%)(m%’ 95.76 (20.14, NE) 16.76 (14.75, 18.53) | 16.56 (14.75, 20.21)
6/1E o 86.3% 85.0% 82.5%
1279 o4& 67.9% 57.6% 58.8%
BICR = Blinded independent central review(E7+H¥ =H2& T #HE), Cl = confidence
interval(21 2571, NE = not estimable(3=% &7})
a 1¥Y v IE 7l HALLY Qs wUEE 583 Y HEY 9%
b Wkl SAE APAIN LAY WeHs} A1E WALl BE wdE SUH FU

AEo] g
a3 2. #7189 H
9] BR3P Y&V FHE

1.0 $ag

=Y7 294 AE Hrlo u}2 o)A xaurx] &e HAAMEHY Az}
@-ntolo] HA4

0.8

0.6

© RYBREVANT + lazertinib

Proportion surviving without progression

0.4+
Osimertinib
RYBREVANT + lazerhnd Csimertindy
N =429) iN =420
02+ Maedian (95% CI) progressan-free survival — months 237(19.-21.0) 166 (14.6-18.5)
Hazard rabo for RYBREVANT + larertinid vs 0.70 (0.58-0.85)
csimertinib (95% Cli
P<0.001
0 T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33
Months
No. at risk
RYBREVANT + lazertinib 429 391 357 332 0 244 194 106 60 3 8 0
Osimertinib 429 404 358 325 266 205 160 90 48 28 10 0
Y 59A 29 A o9 Ad A48 SA 2oz ONS AR WNeE 9
RS AE71ZE {7F Ay wed, o] oFd #HolAEY W¥EaW $A T Mol zekldA
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24 Jhed FAU WHel e a9 IF FAME dxTH FAFT ARH WHSES
Bt T2EZH me}l MARIPOSAS] RE &A% T/ whe3t 2471708 Frtalr] 9
@ og WMol ¥ ArFHYY B Ak A ® 184 fokE] Tk
% 18, Wol2ERloAN 34 71ed AU WHel AE WA wEE 594 F¢ 4
E Brlo] g% FAW H#RH weE L uH-g7|Z- MARIPOSA
o] o + FolAEY SAHEY ERREE
(N=180) (N=187) (N=93)
AW FF W HUL
T/ e Ee 76.7 76.5 74.2
SR WS - - :
5y 059, Ch (69.8, 82.6) (69.7, 82.4) (64.1, 82.7)
S WS (%) 62.2 57.8 54.8
FAU W A& 71zt
W3 Sk 138 143 69
3712t =1270 4 (%) 58.0 53.8 52.2
18712k =18714 (%) 31.2 21.0 18.8
CI = confidence interval(2! &3}
o] Fo] ABREL WA EH G
ol Amure Fo] 3 EGFR <& 19 A& EE & 21(L858R) A& WOl Hl2A|
EAL BA

>~

o] of] AT FAL(2:2:D, 3/ T, trI# 34 I APS S8 EGFR & 19 A&
e d<E 21L858R) A& S|Vl v wA YA e Mol HlAAMEZH Y A=
& ZPE e ol A e A e o]F o AY e FY ATLAdA HSHE H
2EE T3 #E)E ez HrhE JATHMARIPOSA-2, NCT04988295). MARIPOSA-2091 A,
Ao LAHEHS FARL A= 7tR &R 2 AW EAA=(CP, N=263) =& o] oF
¥ 7R EEE 9 HuEHA=(ACP, N=13DE ¥ & Fof @9t} o] & 453 F<k w5 1
3] 1,400mg (80kg w|¥F Zhzate] 7A-¢) =& 1,750mg (80kg ol 3HAte] A-¢) AW FEoH
o5, 7FAREHE AWl JIPHAY HEL F gle 540 dEhd wztA 3FRt
1,750mg (80kg W%k ZhAte] A9) = 2100mg (AFo] 80kg ©]4+el are] #H-$)o] A=
FAEAT 7R EEELS F5-AIF A oty WA o] £9 Smg/mL (AUC 5E& 3Fvrtt 1
3], Ad 125 &< A9 FoAHAT. AWMEHGAEE Aol IPHAY LS F fle
Zxo] el w7tx] 330 3 A 500mg/m2 A FAEAG. =3 236 A= A
T HE XNETFOEH o] o A dHolAEY, 7tEEGE B AWEHYAEE Fojulg
ot (EGFR =9 ®o] HlaA ZH ol dis] 515 A & 8/).

SAELE QAHEYY A5 A21AF B 22, ol ¥ Ho] o F(d] E of ), ofAo}
AF( == ofy )l wet AFs=E A

ACPT & CPwoll 729 A E 39499 $x 5 A8 a2 624 (H9: 31~-854DA
o, 329 37.8%7}F 654 o]FolAaL, 60.4%= A, 48.2% = oFAlo}]l, 46.4%= 1ol
t}. ECOG(Eastern Cooperative Oncology Group) 38 49| wlo]x~gkele 0(39.6%) T+
1(60.4%)°11 31, 65.5%+= HHIE & FHo| Ui, 45.2%+= HHo] Wgo] YA, 91.6%+
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A A FA 47] el AT

o] obz} Fln Y B svEdA ] PEe ARZes AuEgA s v 53
AE AN dgHow on QY BAFNCE foF AU JEon, g@ule
0.48(95% CI: 0.36, 0.64; p<0.000D=Z CP ti#] ACPo| F2+¢| WA # 2xfeo] AW {g =
A g1@o] 529 Zastm, AE A7 FUgo]l Ao WA o oA A=

Ehseh.
%74 Ao w199 okl ot
E 19. MARIPOSA-2 &4 A3

o o + AREeE + A | AR S A W E A=
EFAE (N=13D) (N=263)

TR g AEL

A A A (%)

74 (56.5%)

171 (65.0%)

%.OO]-%}\-9 (7H _Oé

, 95% CD

6.28 (5.55, 8.41)

4.17 (4.04, 4.44)

FRI(95% CD: pak

0.48 (0.36, 0.

64); p<0.0001

7_}}4;4 1:1]— ) Eab

Al

W 57} 2]

¢

8% (95% CD

63.8% (55.0, 72.1)

36.2% (30.3, 42.3)

E-l
==

¢

1.5%

0.4%

felde 4 ¢
o[o o[o

T
—

62.3%

35.8%

Ip |

H

Ly

N HH“ >

] ] 7]_a=F

oY, 95% CD |

confidence interval(Al &%)
=23

T o'€7]‘)
W-g7 71 WAL o8 E/EE =9

nfolo] %4 7%

6.90 (5.52, NE) | 5.55 (4.17, 9.56)

] O{N OlO

OO
Cl = co

NE = not estimable(

g% 4 29 AEo ofF

[e:

=
7HE -

i

b
+

rO

o
o

ERR Ry
A9E S59F 2% AEYIE 5 o|Ho] A2Le HAMEHL Ve T
nlo]o} =4 - MARIPOSA-2

3
=3
=

3l
L
e

N

3.
By BE7IZ) A THED-

cP
(N = 263)

R-CP
(N=131)

| Median (95% ) progression-free
; ) ProgFe 6.3(5.6-8.4) 4.2(4.0-44)
Hazard ratio for R-CP vs CP (95% CI) 0.48 (0.36-0.64)

survival — months
-~ — Y C-P_I
’<0.001
0-0 T T T T T 1

Proportion surviving without progression

0 3 6 9 12 15 18
Months
No. at risk
R-CP 131 99 49 27 7 0 0
CP 263 135 49 17 6 0 0
FAW Mol FE4 HolE
Tl AY ol AmE Wty HAFAJ FAN APt = $HA+= MARIPOSA-29
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32
7‘1
Ay
R
N
o
of?
2,
o
<
gg_i',
o
N

E AW gyt A A A 5
THINE I

($18H=052, M= p=0.0093)2} o] Aol o] A}
Hol A= AFA (13 n91=0.36, p= 00129) B
H Tﬂm 713y *@%7171_}«] e BAT (FAW PES T4t 7
ACPT 124571 € of CP+ 8.3171€; & p=0.0011). =3k ACP A EoA =
AN A#H ¥w-8E (ACP 26.7% o)l CP 14.8%, 2=1] 2,10, W& p=0.1758)7 F7/14] =+
A& 717k (ACP A8 AE 34 27}, CP A2FAAE 3487090 $#xHoz 27}
Ao 2 et

o)Ze] Ak Hol e & 20 44 Wol HlaMEH L A

EDI1001(CHRYSALIS) |7+ =484 e dold Hl4&

AR frEAS B Yk 39 o, gd F
zo] ®2AQ AA O E EGFR o& 20 449 wolg 74
&Y Ay F mE o]Fo] AWo] NPT TP EE Moy

o s FEAS BrstAh F271 TS 9.770 LItk 80 kg WITel BAol A
o] oF 1050 mg, 80 kg o]l FAlelAlE o] oF 1400 mge A& 4F7HL 7
Tl stgiTh ol Fol: Aol AYsAY 8357 ol HA4ol vehd WA 259 1
o] oF& Fofslrt.

@A AG TR 624 (B 42-80% 01, o] F 9%7} 754 ool L, 59%7F
Aoll o, 49%7} ofAQh, 37%7} WQle]drh o] He| Eojure &%‘ Mol Fdae
(39 1-7) ok wolzgelel A 99%7F ECOG 48 i %47t 0 =& 1o]len, 53%7t &4
@l YT, 75%7F & W] AvAG o, 22%7F ¥ Hol2 F A8E W o|Ho]
Atk dE 20 YL /A OB el LHEHJEE, F EF AL AT67(24%),
S768(16%), D770(11%), N771(11%)°] At

FEAN AdE e w9 2k

¥ 20. EDI1001(CHRYSALIS) |9+9 584 23}

U
N
o

o ooy

o N

21
)
o
oy
i
Y
N

30

F_EL
e e ol
)
o
AN
= oK
£
=]
e
o e

o
UI
=

Il

o

()]

(2]

oo 4 &Y

morr o

Lot

o|Fol| WF7|¥lk 3PS e A}
(N=81)
AA w-8-E295% CD 40% (29%, 51%)
A W 4%
BE g 36%
182 7] 2H(DOR)
F9g (95% CD, 7HL 11.1 (6.9, NE)
g2 471 2k0] 6719 o]l Fxt 63%
t Yy REEHEIE 71 ALl Y8l wrtHE =848 T4 AR 9%
b gy Wkg
€ JAA o] g AAUG REULS 115 oA kA FAE &3 AL ou|g
¢ F}Zgvtolo} Ao 23,
NE=Not Estimable(F7 &7})
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of ool FEAHS WE W WU ZASNGOM, NEH HF APAH YE/11e

NrETs deols ez & RbEFA SAHAPCAAM, otrmdteivrs 37443 Hd

120mg/kg "+ A FAstAS o 2ear 2573 Hol 125mg/kg w5 JskFo stle o
A , AGA Z1sel FFe] e A eRs

izt BlwA] E3 depdotn| ol G4 (ALT), otxutH o] Eotm o] 4(AST), =

B9 felstA @ g SRR f3EA @S Favt vedh o] BE $XE 9

R
BAEH ATE FYHA ggknt

O (AN TR, A3z D TOJoFE Sof okde] BF FH, AREATFAN
S R0 B2 A HE (69)

14 SLFAAGADS] AT AR (dFshe 49

O NI
15 AAHE @3t 49
O AT+
16 AEH
7+ B HA3| 7} oA FEA R A= RMP ## A5
AL} 2024.4.30.
2aeA (12D 2024.6.28. (1%P) 2024.6.18. (12D 2024.6.20.
=} 22P) 2024.12.17. 22P) 2024.12.10. 22h) 2024.12.11.
RO B A=) 2024.11.22. (1=p) 2024.11.25. (12} 2024.11.25.
=} 22D 2024.12.27. @22P) 2024.12.30. 221 2024.12.30.
=x
A 2025.1.9. 2025.1.2. 2025.1.7.
s
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AEEH AAE

O #ATA : AEFHAA 59 FESH7FALAAFZAFAGZFGAA LA A6=2
[EE]1] A2F I FfEE s7PAA L AEL %5827
AZA = 2 aw s
2 3 4 5 6 .
ae N ST D T Ty [ [ (e [ (e e TR
AESHY O X[ X[ X[ X | X | X | X[ X[ X[ X[X|X|X|X]|O|X|AIX|O*x|O|O
AESARE O X[ X[ X[ X | X | X[ X|X|X|[X|[X|X|X|X|X|X|X|X|OOIO|O
RAE 5 ok Hgo] B AR 7k FYNY AB- 7187} A AFR A2 2L ks
O A&sxAE =5
1L 719 = A g Ao 33 A=
2. 7224, £23837 Ao B3 AR5(FH B AR)
7t A E o ekFol #I A8
D & == 7R Tl #3F A8
(2) =3}ty - AESH Ao # A=
3 Az B3 A5Hx Foll AHE&HE 4 ti3 A5 23D
@) 71& 2 AFHH
) 71+ 2 Al #3 SAAR
6) NP AA #3 AR
(N 2EFY 74, gy 2 AATAd 33 A=
®) &7] # xH #3 A=
L ehA| ook Fo w3 AR
D) d5FE 9 1 BFo A3 A=
(2 Az B3 A=
3 71+ 2 Al
@ 71¥ 2 Al #3 SAAR
G ANFAAA #3 AR
6) 2FF 74, gy 2 AAHIAd #3 A5
(M &7 2 A& #3 A=
3. kA Aol HT A B
7t A E o ekFol #I AR

D) A7R=ANY
2 7H&EAF A=
3 7tEAEAR

U ghA| ookl #E AR
D) A7R=EANY
) 7F&EAEAE
3 7tEAFA=

4, BA O B3I A=
7} @3 T
.
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m
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ol A EAEHA DA R
ok 71e SN GAE
5. oFel 4 ol B AR

7F AHAEAE

[AAR F%e)A]

<H Q>

« (B4 HAANA A3 A AZD A=
& F=5n Qo BEEn Uee AR

sgats 22

toglou 87k 9 A AT} Al Sk g

) e)

F7t2 FY8A B
sEA AW 13F Z4ANPol 2FHH Aol mEAL

- ICH S6 2 901 we} 87} Al Ha 1% o4
Zol U4 MEES EHARL FUAFAL
- ICH S6 2 9ol wheh 2aA 8 g FAFEY 54 Lelstel FASAH, A4 2 1y 5

Al oA AJg o] WAV S
o (o) 4?%0HX1I A7 A Xﬂgﬂ Z}E% EﬂOlXiEl‘zlﬂ m%ﬂ Oliov

Zﬁoltﬂ ol &

| b mRlolH BHAPAR
Zstn Aoty wg

- Ea Aol 2871

o AnE S45d AR 99
o]

%l
B N
- ol AE YT B e A BERnT §FY B FHES FASAL

ARERA+ANEGA =L § g3 32 AP, Y
Ae HABROT ol BFE SHERA AL Bl M v QU FAL DR A
SR DRy 96 ZAEYT 34 ARAROIA S5 ke nel HE AHAL

- Aol AE Y Heste AeEe JHtE SHeET FU

o Axpzo) WAL AATANE ATEA, AW Sold 2 NAHAL

-39 34 YAAY BF 7 WA AREH txPel vad FEA ol FolAg

o fEA B

- PAPILLON : EGFR exon 20ins E¢dHolE SHCE e w4 UPH == %ﬂo]‘é NSCLCZ} flar
& AYol gl Aol A WE ACP 2¥e ®F oW CP9} st 34 AAAFoR 13 3
Jheseel PRSelA AGF 1137, A 67078 TR 03052 Al AN 55 FE4 7z



TSI, skl B4 A, HHo] AR, A9, JE, AF T T EFNA AT fEEt
Ao olzlgt &2 ORR, DoRAAE FTAAH ouE zte= Apol7F #AHGE, OS5+ &2 4
712k, aate] GgFo R FAZA Aolg: HolA XYooy ATl T AFHE BY, A =4
Holo AR s7be FAXTA7E glom ojn] 23 A mAEHN AWMl e EHE 5T A+
< 18T o, 718 0S 3 glol A8F 7t 7hed Ao AZH

- MARIPOSA-2 : 2AHEIES AHE3 A8 5 EE A5 § AW 8o dAg w4 PP == A
°]4d EGFRm NSCLC Al@ut)’d#te A ACP(Ci*) o CPB)9] FaE4¥ bddS vnstr] s 94
Aoz 12 H7pa4el PFSE A dF 6.28701€, =7 4.1771€, HR 04802 Ao A ==
frag 712d B2t ds, st B4 23, HAHo] o7, A, A, AT T T BFAA Al
Htol FEstgd o o213 Aa-S ORR, DoRAAE A ouE zt= 2o)7t #F&EHYS, 0S
T &S #F Ve R Qs T AolE HolA X oy HRO FY#e 0.77= A@Tel
gatA vER, BEEAD TKI A5 WA 89l F 3hurh Hxdoldds nHE o, & 7§ W PFS %
o] 9&H] 0.55(0.38, 0.7NE "¢ FAAHA ZEHAL HIATE HolA X8 571 5o A9
tiekd A 5ARE Fojde] Atk AdE

- MARIPOSA : EGFRm NSCLC thatatollAl dxb 21824 ofm|ulelyt + #HolAEHADY FaAFH
AHGE QAHEY GE8HBWHH vl AFAIFOZ 12 Fr7HHSQ PFSE Alg T 23.7271€

W 165909, HR 0.700.2 Aol Ae BE FE4 7Fd S2a9e, sl 24 A,
Ho] o, AP AT 4, AT 5 AT mFlA Adzol fAdGeH oA AFL
DoR°ﬂH BEHUE, OSE He BI Vo A3 FYES) Ao]E Bolx POy HRY
e 0802 A@wol frelalAl Yeng
AR

of

- Zete i HEFAEde w ol dAE s wl- WEEe o dvbeete ofm|bEbRRe] &4zl o] Fwt
S, AEEY 5, ELEFHE, AZFEDY A9, stay 5o TR o g2 359
o] ol /dut-go] RiH e

- obmpitER 287 A ASAdD AAVE SHEE dolAEE Y BE Al EREFAY, 21, 4o
EEG R, FUdel § Bel 2Asi o Foid o duked A R HFo] 10.9% LAt
of AFA Bad oldAtElel s, olol thal W8T &Fxdol ot A A =X E
BABEAL lom s aeA e e fAME R Frlste #YE A

- ARt oz Bt gy & Fol Adds ©EFo] A BARE oAb B P FAFsh Elol A
B3 B8 A BAo] 343 Frtetes AW dAMAFTY #AY WS Bo FAHCRE Ui
of A=

[eFo] B o]

ACP amivantamab + carboplatin + pemetrexed

BICR =7Hd 8 583 F% ZAE (Blinded Independent Central Review)
CBR J4# 94 (clinical benefit rate)

CP carboplatin + pemetrexed

CR A ¥k-2-(complete response)

DOR HE-3-2] 4= 7] 7} (duration of response)

EGFR I A E Azl =84 (epidermal growth factor receptor)
IRR FU#¥ w8 (infusion-related reaction)
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NSCLC Bl AAM ZH < (non-small cell lung cancer)

ORR B2 W3-8 (overall response rate)

0S &8 (overall survival)

PD 7134 AW (progressive disease)

PFS X8 A= (progression-free survival)

PR BB a8 (partial response)

RP2D 224 B8 (recommended Phase 2 dose)

SD kA Q1 AW (stable disease)

TKI 24 QAkstE A oA A (tyrosine kinase inhibitor)
VTE A M H S (venous thromboembolic (events))
¥ FEAH

INJ-61186372, CNTO-4420 : amivantamab

1L 719 =& 4 2 /g3 33 A=
L1 AF3R
e International Nonproprietary Name: o}v]¥Fe}lgH(amivantamb)
- oluHiel(E )2 CHO (C2856B2} CHO C2861B A|3EolAx AJ4t=El= Ag EGFR % cMET
FgAol gk A [gGl ol 5ol dFEFA Y
o 23 AHSZF vl AAEZFH I Non-small cell lung cancer, NSCLC)
- 2 JAAFEAEGER) g 20 A4 Wol7t e =4 NPAH T oA nliAMEZHL 4
slzte] 12 N 52AM 1R ZEE 2 JuELHA =9l B8 2 H(PAPILLON)
- o]xde] EGFR TKIE =E3Zsle A5 Ho| e FIAAZAAJAFTEAEGFR) d& 19 24E =
A& 21(L858R) X8 wojd HPA vlAMEFHYG 4 A A 7lRESGE U HAWEHYA =
o] 14 2 ¥ (MARIPOSA-2)
- F0AARJAAFEA(EGFR) & 19 A& e I 21(L858R) |8 Wold w4 g == ol
A v AAEZHS A e 13 (224 FolHE Yo B4 2W(MARIPOSA)

1.2. 719 € /MEA 9
o of2) g 7]A
- Mgl gdol| Adste, EGFR 2 2t o|Y(MET) AZE FAlol EA3} st 2l5F olF 5ol
34| 9]
- EGFR¥} cMET El24l Q4tst&s S840 Adsld, D) e o9&y 2154
W CMET W sha 24, 3 A =4 MEEA AN okl ateg vehy
- EGFR TKI¢] WA 71" % EGFR o< 20 4+¢] wWo)(1xh), EGFR 2/32} Wo], cMET ZZ g wo|=
B3l WS Hols T &48 Yehd

g
12
2
©
3
=3

13. A4 A3F /M8 € X859
e EGFR 9<% 20 A¢ Wo] 3 13 A5, 7R E2d, AW EAA =9} #-8(PAPILLON)
- EGFR 9 <& 20ins &A™ ol NSCLCe|A EGFR %}/‘éﬁ} EdHo] F A WMAR 7MY &3] s =
JFolth olgd T 71A AESS & EGFR €43 =dwol(d& 19del ¥ L88RIE Zt+=

_4"_



NSCLCS} AFE Aoz Azts A v, EGFR <)< 20ins NSCLC #4t= %<l® EGFR TKIol dojg

EGFR 9= 20ins &<d®olo] #d dak YA E Qlaf ojA|7tA] 48 QHOE o]9& A= X3

o} =3 EGFR EdWo] NSCLCE HY #E AAA gdday == sIstaiae] ¥Eays o8

2 A B3t Aoz yehyt. I A3, EGFR < 20ins W09

12 250 s W3 718k 24 &staHo] SOCE FAHAeH, a2 2% A7 FAHo] ¢l

Ao, EGFR <= 20ins NSCLC #A}+= 0OS F%zke] 2

Ao 2RE ¢ 1dd EFstY, F55A &2 o8y a7t 7H & NSCLC F ol At

e EGFR TKI X &% 0] Q= &= 23 o4 A&/, 7R &, #HAv EGA =9 W &(MARIPOSA-2)

- APA T= Ho]A NSCLCo| gk NCCN % ESMO A& 7lol=gkRle 34t EGFR TKI A& =
T o]Fo Aol zdH EGFRm NSCLC &zt sl 7lIZREGR/HWEIANE == Al2Eg
/A HWEAMEE £33 W7 HE3}ste WS A HHendriks 2023; NCCN 2023; Planchard
2018). Al=Z@tdl7 72 E8Re] &2 O0SolA AdE Aol7b §lo] fAS AoxE A= 3t
FEARE, Y Z2uido] s 7h2REF2" 9 Qe ZHold NSCLC 7oA o HlwHs}
Al A= HGriesinger 2019, Abernethy 2017). 1At =+ 24t EGFR TKI % 72X Zgt5l 2
HEAANE 3= oF 30%° ORRI} 4~571¥2] PFS FU# o2 AFH FaAT Beo] drhMok
2017, Soria 2015). LAIHEIY EF E& o] $of AW xlgo] ¥AYg EGFRm NSCLC ##te] Ax&
ZARE AA dlolEe mEH, o] ity Mg olF ssta s wter rwPFS 4k 34
ML Z yebwttiSabari 2022). wekA], EGFRm NSCLC #x}eo] ok A5 42 34t EGFR TKI
A5 * AFHoln, T A4S FIIE 2Hste F7F ABAC g vFF 277 ok

o A& 19 AL mE & 21(L858R) X3 Wo| 1x X5, HolAE Y ¥-8(MARIPOSA)

- EGFRm NSCLCe] 1z A5& ¢ @A FFA5H2 A0 EGFR TKIol® 2AwEHo] 714
dutrd ol 1At 2 241t EGFR TKI®F ¥l sle] 34|t EGFR TKI= T790M WA &< olo ofsh
gA4E ATty - A¥E ¢ & FRF 5 drhHReungwetwattana 2018). o= ¥ Holeo
AE AAAZ 5 A=, EGFRm NSCLC 2k 5 Hof 3%9] 14 1" #F o™, o]= EGFR
ok 3@ NSCLC $AtolA Ru® ARk &2 H]&o|thli 2017 ¥ Gillespie 2023). o]#A %=7] AW
#2 7t AAFHALNE B3t 13 LAHEGOR XFE e A RE oA Yado] A
st o Aol LASIHE olF FAAE ART & v F/tE FHAHL (Ut LAHEEL o]
Ze] EGFR TKI thr] 433k el af@stArt, Wde] wAstr] Aol 12k A 55 7H4dste] oA+
By @58 olA Kol A oo E PFSE AAE daAdo] Stk 7H bl 2AHE Y9
YA wWAUES EGFR( AT C797S E¢Wol, EGFR %) @ MET(JJAW™ MET %, MET 9<%
14 A= 7|[skipping]) A &2l M3} wj&Eo]thRemon 2016). ]S 1#3] & =) EGFR @ MET 7
271 BA43tE FUoA FA S Hol= A= EGFR Wol NSCLColA E3] Ao thad & do
o, fJollA A uiel o] Abdel WA wWAUEES AFFES FLAURAGA AHEHOE HQI
M| Aol A4olRE + Atk

=

L4 AR EFES #4898 8% A A
FHHERES, #HFH/ILD

15. AAEE9] 871204 A AgolFo) B AY

3] [SIP AR =H 2=0]Q
74]'—1/‘1 Z‘"% =2 o v Ol_é H]:ﬂ_
e S A s

201600026 | YA BIEAZ Hol Je AFUFAANA AR olF FolA 17 2016.1. 222 R
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EGFR 2 cMet &A1Q1 INJ-611863722] A 17, Hxel <Al ti,
g FA, §F FH AdAE 18. G=9H
(61186372EDI1001 Amendment 9_Korean Version 10.5_04June2020)
APAR 1y FAHTLEY ABAA AFE o]F Hol4d EGFR %
Met 3+A]¢l Ami 3t Adge A L k=S I X
202000082 | © et _xﬂ mivantamab 3]s} 2] g B °Fs 4 37} L 2020.11 N
371 gk 2 A, OE, % S AllbY dGAE .19.
(61186372NSC1003_Korean protocol Version 1_07 October 2020)
EGFR 9 <& 20ins &dHo] =4 YA EE ol vlAAZY 152
24
ol A= AA Ao A Amivantamab¥ 7}R-Z2HE-H W 2020.11 | o} r]+7} 2
"
2020001002 | EHAE 38 8W0E ARFAD-AMEAAN =S Hlashe TS | 3F | ' .
+3
w7, 2l FA, A3 QAR o %’ °
(61186372NSC3001_Korean Protocol Version 2_18 November 2020)
Fgd HAAEHGe] A= GAAFAEAANA 3AT
EGFR-TKIQ! INJ-73841937 (Ho1AEH) H=8H =& A o]F
Eo]A EGFR % cMet &<l INJ-611863722F W&ol <kdA 2020.7. | o}fm o
202000619 174 - g C _e | - o HE Hé]-/] _o 104 7 Fe)+4d o]
9 kFEE yristrl fg gE I, AUIbE YEAE 24. W&
(JNJ-73841937, Amendment 10_1Sep2021_Korean Ver
6_25Sep2021)
EGFR E=dwo] =4 A4 T dold HAMZHYo] = 12t e ¥
202000793 PGA A Gl g LAkx & =4 Amivantamab? # o] A El'd o 2020.9. | o]+ o]
HE&aHY 2AHEY o #HelAEYEY A3, F29 6d 21. VS QA+
A A3 (73841937NSC3003, Korean Ver3_08June2021) 7 o]
LAHEY X =59 A3 EGFR-EHAWHo| 4 APA == A )
ol BIAAEZH o] e P AlFAAA A WM 7]RE 38} 202112 2:}&%
vl L 4olu
202101252 | 2MF ofrlet W el AE e BE aWE AF Ak S| 3¢ | ' ;]‘: Fl
"
aWsh Wmsks A, SE BN, BAN WY AHAE I R
(61186372NSC3002_Korean protocol Version 123 August 2021) o
2. +x2H - EY8sd Ad 2 AESFH A BT A5(FE #AI AR)
o AT Qe
3. A A #AS AFE
. AL 2E
¥ 571 ZA AEFARE S5 LT
4.1. SAAEAE /18 (CTD 24 2 2.6)
o FHAFA=EAL AF0)) 47, 65, 1357 HEFASGANIAE A=
E 2k
NEEF 9 AE NP EFEEP 8 LP &4
1 &5 s R A% . 17 Gl GLP & study #
waEaEgag | ATol=EAs G 3 e
il e} =4 o) A~ k] = . ! —
WHIAD | gy E?;O]Su}a) = 163 30 mglkg No —|T-2014-005
e G4: 100 mg/kg
Apol B A 2 Gl: 0 mg/kg
R o] = A 9 Aol - . |G2: 20 mg/kg o014
(Eo]7)7F Sok ) 6% o3 60 mg/kg Yes T-2014-011
o9 ¢ G4: 120 mg/kg
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- = 9 A% = 2477k S GLP &+ study #
- Rk (mg/kg/week)
Sute], 3] &3t
Bk 39 20he)
AR AR Gl: 0 mg/kg
P E o] = 4] & (%%:df;? o | AT 135 gg ?gomrﬁgﬁg Yes  |TOX14008
4nte])

[ejofEse A7l R BIFASHAY 18 WA R A5 HEFASHAH
AAEF AL st dAsts AuAE S DI FASAAECRE AT + Ao

o T Ry
_ |2 GLP
NEES = 9 A% Eo v | EA 77 © e stud
o | Al EA L Aol s 0 + rHuPH20
2~ OFA] A ‘j 3] & = - |
SC o M8 AR g agy gmpey | T 2% 125 + rHuPH20 Yes | T-2019-001
o 7B} HA4 A
} &3 GLP
ANEE= = 9 AE | Eo v o] 7] 7k o ° study #
] o 1T o =X ]o _'_04 0% _'_04 ] (mg/kg/day) %v/}: y
non-GLP
Qizt 5 oo e
22 wak 9 A | Aol EA 2 (A @AY (He 98t gakd] 5, 25 pg/mL No  |T-2014-006
Q=o] =3 %ol9l AFE QA1
RIECE ICE P NS
)
GLP
CEZEEREE Y
$ehEA ofRE
27 w3} v AY | A 27 (NFBA |[Fs) askel 39 5, 25 ug/ml Yes  |T-2014-010
3 =3z R
o AN
)
148.3 ug/mL
(immobilized
N QI A3 . i
Ao BRIl W& AL ER IR 4847t on Proten A No  |T-2015-024
(167) coated
polystyrene
beads)
8% A ol &% AT 408 0.025 ~ 25 mg/mL| No |T-2015-025
L8 754 A A™  (AFEHY 40% 0.025 ~ 25 mg/mL No T-2015-026

4.3. A A AAR oA
o« HAANA A A AFE ABE YO A7k A ABT AR A Ak AP 20L
e YA e

o’ s=olA Ho 135 F4A Pl &7 HW Aoz

o
=
pass
o
kl
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5. o Zgo] #3 2Ag (CID 421 & 4.2.2)
% B7k BA AEARE BEW BAY

5.2. A4 (CID 4.21.1 ¥ CTD 4.2.1.2)

(D 12} eFgsts 4 (In vitro)

=
R Fo
5013 AaA Az 9 iLE study # NEEE:
] 7]{1_ LLER

eI+ EGFR ECDel |Recombinant — human
gk olm|wrebde) |[EGFR  ECD-Fc  in| In vitro | NO | DD15319
2% solution
217+ MET ECDell tfj|Recombinant — human
3} opmlulelgte] A|MET ECD-Fc  in| In vitro | NO | DD15319
B solution

Recombinant  human
EGFR ECD-Fc
captured on plates| In vitro | NO | DD15319
with Ru-labeled EGF
in solution

QIZt EGFR ECDel
g EGF 2% A

Recombinant  human
MET ECD-Fc
captured on plates| In vitro | NO | DD15319
with biotinylated HGF

Q17+ MET ECDd o
3 HGF A3 21t

in solution
Y=o ok
(ligand-induced){Human NSCLC cell m vitto | NO DD14324
EGFR % MET9 ¢l|lines DD15327

2ks} <A
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EGFREGFR®] %%

oA} 2l |Engineered  reporter )
EGFRErBB22] ©]%|cell lines In vitro | NO | DD15309

o FA 3t el

ERKS} AKT9| 3}af
A & A =ZHuman NSCLC cell ,
(downstream) A3 <} lines In vitro | NO | DD1432
AEgH W Az A

o M= Y
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anti-EGFR  TKIs}
Algg Ul Al

AEY A

Human NSCLC cell
lines

In vitro

DD15330

NO DD15332

PBMCs 5o u&
AEH W Az A
Y 9 AzAd
(apoptosis) Alg

Human NSCLC and
gastric cancer cell
lines

In vitro

NO | DD20150

PBMCs el m&
Algd EGER,
MET, pEGFR thiz
3 ¥ = A

(downmodulation)

Human NSCLC and
gastric cancer cell
lines

In vitro

NO | DD20150

_47_




Human NSCLC cell

ADCC &4 a4 lines In vitro | NO |REStr850ks
- Recombinant  human,
S =2 J _
OT]XS_T& };:ﬂG@FF;q ECD mouse and rat EGFR| In vitro | NO BDZSéi)ST
== ECD-His in solution
y Recombinant human
M z)2 ) _
E_h; ET ECD mouse, and rat MET| In vitro | NO BD20195T
gk 23 ECD-Fc 001
917k, Abo]x=E A2~ |Recombinant human, -
¢~ FcRsollA] Z|cyno, and mouse Fc| In vitro | NO BDZS&;)ST
= ¥R ECDs
Immunohistochemical
ol7} W w= = study using frozen
AT = a3 g0 . .
sections of  tissues
Zo) =z2) 31} . GMB1006-
zalutumumab2] w2t g(;r(r)lmolgus human, In vitro | NO 050
ko3
see monkey, dog, mouse,
pig, rabbit, rat
Receptor ECD-Fc
oIzt & Apo]:=E-7|protein fusions and
29%0]  EGFR¥}the F@b)2| In vitro | NO | DD15319
MET ECDs 2%+ derivatives of the
mAbs
o7k B 9120] A Elrt]léna}?umg]SCLC cell
oA ’ . .
MI;]} ;] 11171'EGFT‘§i lung fibroblasts,| In vitro | NO | DD15326
o121} 7] cynomolgus  monkey

lung fibroblasts
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(2) 1z oF¥st7 £4 (In vivo, mice)
A T4 g
srm A A Az g 2o study #
(o2 ] 7] Z_]_' LN
IP,
H1975-HGFNude mice with 2x/
xenografte] &9k} |H1975-HGF  human|week for 3| NO | DD15305
¢} &-EGFR X & |tumor cells weeks
A vlal
H1975-HGF IP,
xenograft tumorsell[Nude  mice  with 2x/
A H1975-HGF ~ human|week for 3| NO | DD15325
Amivantamab-IgG2si|tumor cells weeks
gma (silent Fo) 24
A A = kg IP,
(depletion)  f5-o|[Nude  mice  with 2x/
uE H1975|H1975 human tumor|week for 3| NO | DD20150
xenograft tumors & |cells weeks
& 47 A
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AAM sgediNude  mice  with| Isp*l N
(downmodulation) -|H1975-HGF ~ human| Y A NO | DD15323
= tumor cells
AA slek=4 |SCID mice with
. P DD15318
o ~ ,
(downmodulation) -f|H1975-HGF  human single dose NO DDI15321
= tumor cells
WI  EGFR, WT P
MET, HGFE A+&3HSCD mice with 9% /wéek
NSCLC 2o 4 |SKMES-HGF  human NO | DD15314
for 4
xenograft &< 437 |tumor cells
o)A weeks

_50_




1P,

EGFR  &dHdol& .
Z2Ho 4 xenograft DD15329
2oF yAo] oA tumor cells weeks
EGFR, MET 4% 2 |SCID or nude mice P
sl EHHolE g with HCC827-ER1, 2X/W’eek DD15311
A3}5= NSCLC =|HCC827-HGF, or for 3 NO | DD15310
dof| A xenograft %|LU88 (PDX) human weeks DD15329
& 79 oA tumor cells
EGFR @43} 9 A . . P, DD15303
3 Edwolz z= ﬁ;‘g% gfce LUfgég ox/week DD15305
NSCLC EdejA] o] (PDX) human tumor for 3 NO | DD15315
% xenograft A37¢] cells weeks DD15334
A DD15338
EGFR &3 2 A
a4 ZoAmolol . . IP, DD15303
MET 7= 243 Nude mice  with| 2x/week DD15305
© ST IH1975-HGF human| for 3 | NO | DD15315
NSCLC Edoj|A
- tumor cells weeks DD15317
xenograft ZF A% DD153%5
9] oA
. . P
WT EGFR, MET |Nude mice  with ’
W74 == NSCLC|HI99, EBC-1, o 2Jveek DD15301
for 3 NO | DD15335
=2Ho A xenograft|LU1901 (PDX) human weeks DD15338
ZF A3 A tumor cells
Nude mice with IP,
CR0012, CR0029,| 2x/week
PDX CRC mello]A] CR0146, CR0588,| for 3 DDI5313
=oF 44 oA CR1197, CR1574, or| weeks | NO DD15333
¢ e CRC0196 (6 weeks
human tumor for
fragments CRC0196)
SCID or nude mice P, DD15301
Aer Beof A 2x/week
xenograft =<k A% with -~ SNU-5 —or for 3 or 4| NO DD15302
© € °°IGA0046 (PDX) human DD15331
A weeks
tumor cells DD15338
SCID mice with SG16 P,
Al =0} 1=l
PDX et =2l oy human tumor| 27X | NO | DD15333
A FF AR A for 6
fragments
weeks
Nude  mice with
MHCC97H, or LI0OS01 IP,
HCC =dolA Z|(PDX) or  LI1646| 2x/week
8 o (PDX) for 3 | NO | DD15336
human tumor|  weeks
fragments
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Genetically-engineere
d mouse lung tumor P
A 22kE vl$-\models expressing ’ DD15324
= 2x/week | NO
2 ¥ FF =g EGFR-Exon 19 del or for dweeks DD15320
EGFR- Exon 19| O °V
del/T790M
EGFR 248 2 ) SQID halr}ess outbred
v o sewellp L, bo ol P
(T790v, CT979)7} 81| " E 0T (7| 2xiweek | NO | DD17041
= © . wdox s
_;_o:}:;—; oaxﬂé()ﬂ y DelE746_A750, for 3weeks
°ce ee C797S) cells
EGFR Exon20 4F¢}|Nude  mice  with IP, NO | DD20172
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LXFE2478,

=] [ RSN =
o7k = PDX 2y 17sor  Luogsy| 2/Veek
dolx FF A% for 3
human tumor
A weeks
fragments
EGFR TKIol
UskAY HGEE
ok sk
NSCLC  o]=o]2]m [NSCLC xenograft IP,
o2 =245 (H1975 and| 2x/week NO DDI8058
o] ‘g‘ éj_’ H1975/HGFa,b) mouse for 3 DD21087
o} u] ¥k B % =} model weeks
d o A g 9
HE8aHETT A=
25)
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5.3. A FHANA(EE dHteFgiAR) (CTD 4.2.1.2 & CTD 4.2.1.3)

o =AY S %S

B . )} wjAe] B3 AF (CTD 4.2.2)

54. - &

A3 o o GLP 3] A =
= NBA |z o g ze | Sdy # NPRH
_ ] Monkey v CP2014PK-
@3] |okEe 9 WY . ’
= |°F8 e (cynomolgus) | single dose No 032
545HE 2 HeYA Monkey v No T-2014-00
- I IV gk (cynomolgus) 5
Cles
545HE 2 AYdA Monkey v Yes T-2014-01
- 65 IV 54 (cynomolgus) 1
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(cynomolgus)

S4Ees 9 WYY | Monkey
S IV =4 (cynomolgus) I\Y Yes | TOX14008
- 2% SC A jekA Monkey sc Yes |T2019-001

5.5. eFgjol tigk HAALA

e HFANA AH A AED ARE

o]u:] o]E‘ 3T 3}

A ere g e u

oA EId I B A

PN

_" E}1 b

uxe] AP BIH O FEHA ol guse WATA o
wERolnt $EY BHo F7HEe

AIA A #F A= (CID 5.3)

ol el BE&Z olFol4 whe-2 RloA 5
=2 %33ty F7F GA AET AF7F A Frtel dFsle =4

=, 71817 Al AEAR U yede] HEE FIIE 478
- ZEANYNA Fer) A 9 FgEF o) HrlEgoed &
cd_
2l

o=

oft
-
X
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6.1. YA AR RS 2AHHGCP )

[op]
DN
©
o
>
o
>
fru
Y
N
fo
g
o
S

=
o LA TS YS3he A4 U/AIF2 papillion, mariposa2, mariposa$!

6.4. 43| AIF (CTD 5.3.3 € 5.3.4)

6.4.4. A FFHA Y

1) papillion

D W AIgAFe] gk

F, 207 B8 F7hA (ACP ol A 161 ¢ F7kAr Z1gjar ofv|Rtely} gl ey o2 wxgk CP ol A
56 ®o] F7Ah7E Aol £FHAL Holx 1 3] ofrRtE S Fof Wl Hojx 1 3o B} rhedt
Hlo] ~gkQl-o] & ojmRtElY} & A4S W

ofu|gtetvte] Het d3 == F7] 2 Al 1 L7kx QW= ofm|RkebRt 1400/1750 mg, olo] F7] 35§
Zy 21-¢ F719 Al 1 ¥ 1750/2100 mge] o IV F¢ o]F, ACP T4 CPe HE FAHIAS o
T22jal CP ol A wAgk o] F dd e oz AFHIS Wl BE AHANA FAS Aoz UeEt (F
4).

(2 AYAA
PAPILLON Alge] ®oYdA B4 Hde ACPE Fo wu A3 AZo] = 198 W FriAt=z
TAEAT. ADA B Eo] F 69 AAFHo ATt

Table 6: Incidence of Immunogenicity to Amivantamab in Participants After IV Infusion of
Amivantamab Administered Q3W in Combination With or Without CP (PAPILLON Study)

Study ID Amivantamab Doses Tested Participants with Participants Participants
Appropriate Posirive for Negarive for
Samples® Treatment- Treatment-
emergent emergent
Antibodies to Amntibodies to
Amivantamab® Amivantamah®
ACP Am 1400 mg (<80 kg) or 1750 mg 143 0(0.0%) 143 (100.0%)

(=80 ke) IV mfusion QW up
to C2D1; 1750 mg (=80 kg) or
2100 me (=80 kg) on C3D1

and C4D1
CP Am (After 1400 mz (<80 kg) or 1750 mg 35 0 (0.0%) 55 (100.0%)
Crossover to (=80 kg) TV mfusion QW up

Amivantamab to C2D1; 1750 mg (<80 kg) or
Monotherapy) 2100 mg (=80 kg) on C3DI
and onwards

(3 QT #H7}
Z2E= ACP 2] 151 o] 1Ak 3 128 #Hol| s 7}-&3lc).

2ol Aol A Hlol 22kl thH] H W3l Ay AP At s JdHom fFolvrd Jo=
HEE A gtk ACP 9 g #7FA7E F QTcF 4% > 500 msS Rl 3, ACP FollA 3 H2

A7 A= QTCF HA oA > 60 mse] wlol 22kl tiv] W3S Bt
@) A s B4

PAPILLON Al@ Z7katel] oigk (PK Howh 7l AR (posthoc) PK sHehwlE] FA X o ZA 3,
ol wreRRte] PK w=&o] F7iAE thed e ayjel s «dAdE §FE Fo @dsS 7MY
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Al g ol A= AT
RP2D (Q2W) &¥: A F7] 5 QW (A 1, 2, 3, @ 4 ol 4 3 Fof) 183 1 o] Q2W (A 5 F
FEDE IV 945 &% 1050 mg (HFo] = 80 kg?l -9 1400 mg). ©]+= <& 20ins NSCLCo|A] o}]
HHERE S ol tis] slE axolth
RP2ChD (Q3W) £W: F7] 2 Al 1€47FA] QW (A 1, 2, 3, E 4 Fol 4 3 TR IV FYL 53 1400
mg (AFo] = 80 kgel A% 1750 mg), L&l ojo] F7] 3 @ 1 o] (A 7 FHE) 7z 21-¥ F719
Al 1 el 1750 mg (A Fo] = 80 kgl 4% 2100 mg). ©]= CHRYSALIS % PAPILLON Al& 2] ACPo
gk A7 i 2ol
oluutelt A =& vEtnulE  (Ceoiss P AUC3weeks,ss)oll ™ wimr E4 d1E5S
e s ¢ O"S AL, § tix AS vl Fo4x FH=E A dd =5 Ax9 3 GMR
2 2 90 % CIE AASte F3HAT. AlEHOIHAS EE F7EA7E RP2ChD Q3W 8o o3 H
SFS Fof Wkt 71g3she] PAPILLON Ald@e] PK Fwho] djslk 71 A% (posthoc) PK It HE
AbgEte] AAFATE Y IEFS FH GMR 2 90 % CI 3HAZF 80 %ollA 125 % WS A3
HojuA] 2 A AR Aeg FHAH.

O As
o =2 AFs EO]% FA7MA7E BLd EFANA O Ee =ES =
1% (€ 80 kg, = 80 k)& = 80 kg 129 FrAU O e 8PS
=25 B, ol iﬂv GAE 14 &S JE3gh
Az FA < 80 kg WelA, 6014 70 kg & 70914 80 kgol AT SFHIEFS < 60 kg AF
SHl 15 winste] 2+ 9 % 9 12 % B w2 AUC3weeks,ss& R St}

@ AF
Aol ER o+ PK Bdo A3, 1F 3t 1F (ool o) ®l-ofAJojQl, A& of H]-d
T W Hl-F=<, o= stA "=l o Bl-obzEFHAl Pl=eDe FARRE =EES Role AYS
LHER T

T

r
o

® 1
dulol=d Pu PK mulo] A, 1k Aol HIF (B, ¥IF TP & A& B 75
A% O J1Ed e 4F B BDS FAR w2S ot AFE et AF 1 Zojel ma
g% z4e Ba 9y

@ Al

doled Aw PK walo] 27ske], A% 4 Aol k9 1F (AeACEY A4 E 60914 90 mLjmin)&

A4 2 7s IF (FdotEld HAE& = 90 mL/mind FA =S Bt 4 GMRo| ZA3HA,
% Zol Y1 (ZHEoteld AH A8 30004 60 mL/min)-S A4 Al 7% Y 1E (Zdoteld
Aag& = 90 mL/minES 23 % © =2 AUC3weeks,ssE Hol= ASZ e
(6) Fo g g ZA
Abd opmtel} Fof 9 (CPeF W& AN F7] 2 Al 1 704 QW (A 1, 2, 3, & 4 Fol 4 3
F 1400 mg (A Zo] = 80 kgl 7% 1750 mg)elar, oo F7] 37E 1 o]&F (A
-d 719 Al 1 ol 1750 mg (HlFe]l = 80 kgl A% 2100 mge=z ZHET.
Q3We] o W= CP £ RIEo] grxy] o8 Heledy &FS QW Fo 7|3 T8 AlH d
Aol 5QlE RP2D Q2W Fof @3 fASE HA w55 GAstr] s A=
PK A E#olAd Axes A4l ofmutelyt =& AFE (2 £, AUC, Ctrough,C2D1, ¥ Ctrough,ss)7}
+<l¥® RP2D Q2W Fo awW3} RP2ChD Q3W Fo 8w Apojo] fAgS dF5:da, o= A

m

£

fru

=

N

hins

)—* mlo
= OH-H
ol
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Figure 5: Forest Plot of AUCawesiz = Based on the EP2ChD Q3W Regimen

Comgarison [;MR 190% Cl} N

Age 65-75 yre ve -cE:--,n i R 1.1 (1.04-1 10;1 54 vs 127
Age ==T75 yrs vs =65 yrs —_—— 1,08 (0.06-1.24) 15ws 127
Famaile vs Male — 1.320{125-1.40) 116 vs 90
Dese tier WT ==B0 kg vs WT <80 kg e 004 (0B5-1.04) 25wvs 181
WT 80-70 kg wa WT <80 kg —— 0B3 (0 77-0.80) 6&1wvs82
WT 70-80 kg vs WT =60 kg - 0.7T3(067-0.80) 38vs8Z
W ==80 kg vs WT =il kg = LEHD (U FD-sT) EDovE B
Albumin <40 g/l va Albumin ==40 gil Lo s il 0of(09f-1.04) &7 ws 119
Asian va Non-Asian —— 110(1.03-1.18) 136wvs TO
Japanase vi Mon-Japanase e 1.13(103-1.25) 27 ws 178
Chinese vs Nan-Chinese —— 101 (2.94-1.08) &0 vs 148
&0<= CrCL <80 mLimin v CrCL >=80 mL/min —— 114 (107-1.22) &Bws 11
30== CrCL =60 mLimin vs CrCL ==80 ml/min ——1 1.40(125-1.57) 17 ws 11
Mild hepatic dysfundion vs normal —a— 095 (0B7-1.04) JEwvs 17D
Brain melastases presance Ve aDSCENCE L3 0850 B88-1.02) 518153
ECOG ==t vs ECOG=0 = 004 (087-1.00) 136vaTo
Coadministration with chemotherapy vs monotherapy —— 101 (084-1.08) 151 vs 55

':I?LIII!I\JQ 1 11:?'.I:!1¢|!'.1|‘>1?'n
GMR

aRios QIWE SUEIFH. CPotel W& Foe #ZE As9 g PK 2ddo] 7]uksho]

obH|WERR} = Fo]l FFES MIAA U

olmRtEY; &8 A FT-TAE FoolA AT <80 kg & = 80 kg S ZFANA FAETE T v
1% (70 ] 1 80 kg)& < 60 kg A= 3Y1EF FAS PFSES By, o= 27

&5 B AT s9
%) o]2& U] @& wEo] YdHoR FonshA oS AlASEA, 80 kgo| AT JIEES ST
AT PK E4ol A3, "J% GET, AF A Ao, & o% b Hole ket 8% AL

dex @t AE AS (posthOC) PK gepel ol ZAste, AT-dAE Q3W Fof 8 ofF
ot RteLt o] FAFGEH k&L olE A TFONA FAFH.

fraded g E-R 42 Q3W Fo aWo] fFaA s A =25 AT 45T 3
7FA RE +=% A% (Ctrough,lst, Ctrough,max, ¥ Cavg,lst cycle)e] ths] 21-+¢ #HAAS AH&3
Y= MES4 7+ BICR-H7} PFS9] Ao]l= 7L7<]5] A eksk). olm| el Ctrough,max®} BICRe| w&
PES Atole] #HBE E-R A A B H HolE x3ste= dF wedlA EHGL e olF Y
Cox-PH Rd&S Fa JFATE St Ao ik E-R £42 olrutely =& J7tel & 5‘391
HAT] F7HE Rolw 3942 kA ZEAY S JHYAE, BE swe I3, 23EFAY, W,

3 AYRNYZ BYES) AvF FhE RYT olE ol wdawel U dwA
ZE st g Pt

foks) ®w, RP2CHD Q3W £iolAl ofmlulebire HP@ wdF 3L AFsH=d, ol 8 RPD
QW 283 fAsh fade A7 BE P9 Ao
F7kol mE HA9 ke HaxgEd, o ofvluiele] %

i)
R
b
oy
_’r'g‘
)
ot
o
rJ
e
oX,
to [
f
32
ki ¥
off
b

o
v
>
I
f
)
I'UO
::l‘
e
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- papillions} 22 §WHEFOZ Hx 7]

>
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D) ME ANgAHe] 8ok
ofm|gtetvt# W8 FAEHUS wl ofmRiEbFe] PK A3 QoFo] & 4o AAEH Aok
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(2) 944

Table §: Summary of the Incidence of Inmunogenicity to Amivantamab
Study Number Amivantamahb Doses Participants Participants Positive Participants
Tested With for Treatment- Negative fiow

Appropriate emergent Antibodies Treatment-

Samples’ to Amivantamah® emergent
Antibodies o
Amivantamab"
611863 72EDIL001 70011050 mg (B0 kglor 100 0 (0.0%) 100 (100.0%)
(CHRYSALIS) 1050/1400 mg (=80 kg)
Anwvantamab with TV infusion QW up to
lazertub cohort C2D1, C2 cmwards Q2W
T3B4193N5C1001 140071050 mg a 0{0.0%) 6 (100.0%)
(CHRYSALIS-2) amivantamab I'V infusion
Ammvantamabazertunb QW up to C2D1.
escalanon cohort C2 onwards TV mfusion
(Japanese) W
T384193N5C1001 1400 mg (=80 kg) or 3627 0 (0.0%) 362 (100.0%)
(CHRYSALIS-2) 1050 mg (<80 kg)
Ammvantamab+Hazeriuub, anwvantamab, IV infusion
Expansion Cohorts A B. QW up to C2D1:
C.and D C2 onwards TV mfusion
QW
7384193NSC3003 1050 mg (<80 kg) or 196 0(0.0%) 396 (100.0)
(MARIPOSA) 1400 mg (=80 ke) IV

Amivantamabazertunb,

Arm A

mfisaon QW up 1o C2DI,
from C2 onwards Q2W

(3) QT H7}

FA Q1 ofmteEbt2 QIZE dH 2-of-3-3-F¥d F7A (human ether-a-go-go-related gene) F=&
27 A7l UF =i 93w EGFR 2@ MET 9o A=z 9 oy EX (epitope)oll ©i-¢
Eoldolty; wetA, A AR AY FFS WA AR AZLEHA =th CHRYSALISS A&+
olulutelgto] YAz o7 Fol3t QT 9AS FIslA Fevha A A gt

@) & ofFF
MARIPOSA Al% (Z7HA n=408)l A PK kel ZRkgE 319175 £42 sk¢l1FolA PK =9
H gk 2ol & UER A stk BE 1P FolE Hole A (BF n=40 [9.8 %), B=
Ao (mL/minZ EdEE eGFRo &A% A4 thH] H = n=212 [52 %], 53 n=22
%), A7 (259141 88 A, A (&4 n=149 [37 %], 34 n=259 [63 %), A F (324 118 kg), I=F
3] 239 n=50 [12
5 Hol, F4 oY, ¥

3 24

(5.
(Ml n=147 [36 %); o= 7tA w=<l n=3 [0.7 %], oFAloFel n=247 [61 %)), W=
%D, ALB, EGFR ¥zt &dde] 3, 3 d & W7, od A5+ A5 3-F,
ECOG (29 1 2 18 2).

O As
AT PK EAoA, 60014 70 kg 2 70014 80 kgo AF FYILEFLS < 60 kg9 AF Y 1EH
Hlwslte] zhzk 13 %9 24 % B B =ES HYh < 60 kg, 60914 70 kg, 70914 80 kg ¥ = 80
kgol AF st 1F AR PESE UETH ol A% Fo 8 A 4 F &< + 1 3 183
o]% 2 Fult;h AF < 80 kg ¥ = 80 kg®l Aol thall 2z 1050 = 1400 mg)oll Al 80 kg 11]'6‘
71Eo] Agshs gt

®©

A%
a4

MARIPOSA A&
ofxz g 7kA w=<l n=3 [0.7 %],

(n=408)] PK Tre nigo
o}l Alo}el n=247 [61

A=IS e) O (

g+ PopPK #4&
%) R N (5],/5341‘4 n=50 [12 %Del

Ql n=147 [36 %],
o &
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NCI 7]1& (LoRusso 2012)ol 7]4¥F3t 7+ Aoy} Fe PK EX oA AJAAo=Z {3t F
olUyAtt= nE ALl A, 45 (F ¥ FW < ULN @ AST > ULN = N
< 15xXULN % wE AST) == 55
St BT &F 2HLe LT7HA : =
St A & Aol Hastthal AAdte SA= gtk TF 1 Aol (F " FHl D
AST) 3242 o2 3 A5 = 7F83HA &

@ Al7el
eGFRo] 1594 89 mL/min®! 4%, T5% = Fol Zxlel tst &3 AL QTEHZA
ok=t} %2 4 Ao (eGFR 15914 29 mL/min) 3#te] AaE AT o} (n=1), o|# 3 Ao &
zHdo] dasity AASe FAE ok 2] A% 2 (eGFR < 15 mL/min) $#A& o= 3
A5+ 7HESHA et

ol
o|N
>
ON

Figure 2:  Forest Plot of Subgroup Analvses of Cuyy Based on Participants in MARIPOSA Study in
Figure 1: Forest Plot of Subgroup Analyses of AUCO-14days.ss Based on Participants in MARIPOSA Populition PK Dataset (Final PPK Model)
study in Populition PK Dataset (Final PPK Model)
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Go mear GMA) [point Bstimate ana Gec mear et (G £

(5) Fof W g ZA
MARIPOSA ofw|RteRRE+E o] A Bl ] X &9 #olAEd3 ofr|wtets PK A= 708 =9 43
PK Z=2ady Xk 1 € 1 3] 240 mg FAolA #olAHEY &3 PFES Afeld] &Ewg E-R
HEA S AZHA FAT HolAHYE == AR OiFE9 kA HubAS Abolo] #W3I E-R
TS BEEA FUTH VIEA A Haillgh =2-o&3 AP dZHA ska, 2ol dd 74
& 371 A TKIe #dE o= ¢#z Il o 70T F Ae Aoz AZAHAY.
nRIFAE, A 4 F 5 F 1 3 a8l 1 o]F 2 Fulth otubkelgt 1050 mg (A= < 80 kg)/1400
mg (A% = 80 kg) FoolA ojmutelyt %3} PFS Abolo] EH3t E-R #HAHLS AZHA &gt
I ZAE giREEe QkdA HrhAS Alolo] Ew e E-R #EAL #JEHEA LUTH
7t mE 2gFAd9d FHE ¥E S AFS EGF
o2 AZE A

¢

o

4

o)

ol

AAel 71dT = AUs
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6.5. 84 2 ¢HA (CID 5.3.5
6.5.1. FEAAAZANE N8
A
Toald | w9am A% 2 aaa s Hohee
b i)
o AT (ACPI):
- A 257 A1LG7A F 18], AW ga@V) FHFAe
2 opmulelgt 1,400 mg (A Fo] 80Kg ©]olztd
1,750 mg), °1F A3F7IRE AW AFA7A Z
EGFR o1& 20ins Selulo] 219 F719 A1Yel 1,750 mg (AS=o] 80Kg °l4
Fx aw4 me ogely v 210
Wl 2 A 3] oo g = 7 218 F718l Aol AWEAAE 500 mg/m2
1A 51 bl | CIE mEAS BAE Ao 4] A ARE Lo
Belsh Wgsta, ol F AW WYAZA fA B
PAPILLON Amivantamab 3 an. 3 7}3k PFS
FIREGE-AHEAA S  WE ] 23} ORR,
- Ao 477] B9k 7219 Fr19 Al 19e) AtuE
8 E & DOR, 0S %
7ZtR Z 2 E -3 W E A =9 =he AUC 5.
- e B (CPT):
Hlwsts  FA9 A, ohd
2. A3 A - 7+ 219 F7]9] Al1Ye] HWEHAE 500 mg/m2
(e BEAsH $AE Ao 4F7] U RS
gRlg HEsta, o)F AW JYPAAA FA @G
L.
- A 437 B¢ 2 219 F719 A 1Yol AtRE
2}el AUC 5.
e CP B
- Hu 457 B¢ 7 219 F719 Al SERE
2t&l AUC 5, o 750 mg.
- A 437 ¢ stERZgE s et 7k 21Y
F719] Alde] HAWMEDAZ 500 mgm2(F4 2
HEF B12 BZEA 9 dA). o) F AW 1yA f
AWEY A8 AHIH A,
EGFR-EWo] 2 284 =le ACP o
£ oA vlaAzdgde] el - 21Y F71E2 IV FAol g opmutely} - F7) 112} . BICRO|
A AP gAelA WF 71w A12Y(E, A AR SFe AlGd) 20 2 B Hohe PFS
MARIPOSA-2|3}e 2 3} ofv|dteldt 9 # o] AlYe] 350 mg £ =D A 2] 1,050 mgl<80 2zt ORR
AEEe Wg e 9T 7]l kgl == 1,400 mg[=80 kgl Fol), 8¥, 159 %DOR 05 = '
wk glet e W Wlwahs A3, 7] 2 Alldel 1,400 mg(AlF =80 kgdl A% 1,750 ’
g Fo, T2 Wi AAA me), F7] 3¢ AFEe ZF 219 F719] A1l
3 1,750 mg(A|= =80 kg2l A% 2,100 mg)
- Hu 457 B¢ 7 219 F719 Al SERE
g}el AUC 5.
- A 457 B FtEREgE s §este] 7h 21Y
F719] Aol HAWEHHAE= 500 mg/m2A(Fit =
HERY Bl2 BEA 9L §A). ol F AW HY7kA
A g=ay.
MARIPOSA |[EGFR Edw®o] 54 A FEle olu|dlelq} + ol AEdw - Ax: 4299 9] A |1% . BICRo]
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ol HIEFHA % < 80kgel A< 1050 mg, A= =80
= Aol nlAaAEH ] =] kg?l A 1400 mg, A 45 S¢S F 18], olF
DA NG Al g AA]| 25wtk 133 HolAEHCE T 240 mg, 1Y€ 13)< A48 PES
224 Amivantamabst old| B 2% : ORR
g H8&aig eAHEY the 2AWEIGT - BT 42999 oA, L AA DOR. OS = '
dolAEdel A3, w29 vl 2AWEYET 80 mg, 19 13) o B
A AEAH e HoAEYT - CF: 21699 oA, @LAA
ol HEIG(E T 240 mg, 1Y 13) T4
6.5.2. A4 A Pivotal studies)
<PAPILLON>
D 43A3AEA
(1) QA
EGFR exon 20ins EAWHolE EROZ 3l =4 APA EE= HolA NSCLCZF A X7 Aol e
DA BE ACP WS TE 8 P9 Mmas A9 MY, B, e, A3 AHes
A Jg Folth AFI F A = oF 300 oA
a9 1: PAAE dAC] =53 e
%‘.9. A &) 7] &
e Aaansee T g ’ajt}il YE 98
« 715 EGFR Exon 20ins - AE (PFS)
25 Eao] '?‘B. o)A} P E
AT (N=150): 21 §] F7]5] 14 F7] P 2 :Eﬂ:‘:ﬂ :-‘-’-?—-'ar
Amivantamab - ob= 4
| 1.4001.750 mg" IV W up to C2D1 A F: 214 F7]4 5+
1.750:2.100 mg'™ IV on C301 and Amivantamab
c4D1 —+| 1.750/2,100 mg IV Day 1
Pemetrexed Pemetrexed (da} fEY 24 F)
fm 5 500 mg/m® IV Day 1 500 mg/m? IV Day 1 (7 =32 o 2B A
'% _— Carboplatin 2o AHE 918 F) AT aml'ranglln_u‘n+ eta v A
z ALCS IV Day 1
g‘_ ﬂﬂ.ﬂw Bi’ satk g
o= gxagond SRl I arnivantamab ‘-‘
=150): #A 21937 I
B ¥ (N=150): 21 1457 dﬂﬂﬂi}l} amivantamab
Pemetrexed BF:21 5 Amivantamab o= gy AL e
_— 500 mg/m? IV Day 1 —H Pemetrexed | 1,400/1.750 mg' IV QW up 1o
Carboplatin {or] Cisplatin 500 mg/m? IV D1 capit l
AUCS IV Day 1 75 mg/m? IV Day 1 1,75072.100 mg' IV on C301 | —
SR/ (OS] g 25 2 %y
LTE
AE: amivantamab + Zheha ] A%
B &etat :
amivantamab
aqqﬂ iﬁ- amwanraman
e
23 YA i A 289 ol AldEolok gt &, A S tdArE ECOG 359 AE0 ==

D, = Aol olf(f ZE= F), °ol& EGFR TKI AFE o (F Ee F)oll A S3EATL AT
SCEe] A3} gollAl “ACPw” olg} §) T B (& SCES A gola “CPa” olgt dhHe g F2H9]
HAgE AT Zd AN Fo GA Al 157], A1l AFEAL Fo 53 FZANE Fo] FF
F oF 30DAIZHA 219 FUIE A &EH A

o AT (ACP):
- Al 257 ANYAA F

18], A= yav) A2+

o2 opnutelyt 1,400 mg (A Fo] 80Kg o]*olz}
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M 1,750 mg), °o1%F A3F7|HE AW WYPAAA 7+ 21Y F719 A1l 1,750 mg (5] 80Kg
o]olgtd 2,100 mg).

- 7t 219 F719) A1l AvMEDA = 500 mg/m2 (W] BZFA 9 SANE Hu) 4F7] FU JtRE
ge ¥y WEstal, ol AW YA 7R FA TG Y.

- HW 457] B, 7 21 F719] Al 194l 7R E2E AUC 5.

e B+ (CP):

- 7+ 219 F719] Aldol AWMEDAE 500 mg/m2 (WE BFA S SANE A 457 T SRS

B AYAA A Y.

19 F719 A 1¥] 7R Z2= AUC 5.

A24=, BICRo 93k &AW 23 344 =,

g8 A9 o A gl YAl v
AYY 5 Y=, A BANAE §) 712 ABACPP)O) obn]urek

&7l wel opm|ukelgt

(obr|dtelRt @Gd e ol A Fol A 28Y ool AldEojoF Ft}) o]F, HE TA O &I
N AE T o] omlRiety @ 8-S whokth
A 237 ALE7EA F 18] IV A FP o2 ofubtelyt 1,400 mg (Al F o] 80Kg ol/delsl® 1,750
S F 219 F719 All1Ygel 1,750 mg (A =] 80Kg ol4olztd 2,100 mg).
8 AR I= AFagle]l e mAY Fo & 21Y ol e 90¥

2 FAA TH
o 7HA
- 7}d& EGFR Exon 20ins @43} EdRleolE SO 3}
= 3x}lol A amivantamab & 3%‘
W xF 8F 7R SR -
o NG 4=

- & 200749 PFS AHde 221 ¢9 AARALS ol&a(FSE ¢ = 0.05 FTYak PFS(CP4d ¢ 571¢

]/‘q NSCLC 7} %
& F4A —”rL)§E

(=N
ACPe] 7% 8/M)ellA HA 3719 /Aol sldsl= HR = 0.6255 ZAsHe d oF 90%2] AHH S
AFE Zolth. AdolAx 8= st= T A v oF 3008 o] JAtHTF 150%). thda = 4AHg-e
A gHE 5%Z 13T
2) 529 AT AR
D AAA 7=
A E vl APAREEJS (CLIA-QIF (US AlE7d) =& A" (US @) 4 Agdadox HAAg
¥} EGFR Exon 20ins &A43t EdwWol7l 7|53 3 (238d Foll EdWol B4 AHES RIEA
AZEs ol ), =4 WPA T HolA, BHEF NSCLC 7} A&7 ze Axstygoz wmi

= lof ok St

- EGFR exon 20ins EadWo] el £21(92.2%) /== 3(7.8%) AEZE o] &3t AA| oA HALSH
Ao wat AAFAT. FEF AmoyDx® LCI0 2F A A3yl s S 97.2%004 =%
AA Adts @A HAAF Al dAEH T F853 59 Guardant 360® CDx €3 HAAF 2371 A&

AMES T4.2%0H T A A A= dA AA Ao} °‘X10P°ﬂ5‘r

@ A7-5A
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ATEAGA 8 wolszhel BHe F FelFeld] #@E 2 o Ttk

DA A, A+

A A

57.8%7F Adola, 614
ECOG w85 dHl= thdAte] 35.4%14 0, thE=
Hlo] ek}l AlFo] 80Kg mlwko] L

58.1%7F &4 oY

%7} ow ofel

o] IATHTable 6).

H Tk

36.0%7} Wlol . wilo]
Fol 64.6%1 4 10]3th.

HeDE 62.027;
22l
AA ] 84.4%7}

Table 6: Summary of Demographics and Baseline Characteristics: Full Analysis Set (Study
6118637INSCI001)
CP ACP Total Weight. k2
Anatysis ser Full 135 153 308 N 155 153 308
Mean (SD) 7.7 (1402 638 (14.69) 65.8(14.49)
A, yeus Medinn 66.5 618 650
N 155 153 308 Range @nuy (39.127) @7.127)
Mean (SD) 600 (1201) 96d1es) 80%g 128 (82 6%) 132 (36.3%) 60 (84.4%)
Median i] 20 =80 ke 27(174%) 21 (13 7%) 48 (15 6%)
(30 87) @ S )
ig:g:} 37 (*gsv ) 55(*2 4%) Hilgt oo
2 32 20.6%) 20.4% N 153 153 308
51-64 60 (38 7%) A1 123 (36.9%) Mean (SD) 1644 (8.76) 1637 (9.44) 164.1 (9.09)
6574 48031.0%) 44(28.8%) 92 (29.9%) Median 1640 1630 1638
g BEm™) RN 2 Range (145; 185) (146 191) (145; 191)
5 155 153 308 Bodpitas it s 5 i sk
Female 3 (60 0%) 85 (55.6%) 178(57.8%) ; )
Male 62 (40.0%) 68(41.4%) 130 (42.2%) :I'm (SD) ke U_:‘ 61) ) f;‘_’”’ -4 {f; 3
Race®
3 -\mvr Indzan or Alaska Natw 2 '115111 ) Héjio 3 “':061. [S3 ACP Total
£ A o ia Natwve 2(1.3% . 7%4) %) =
9 (38.6%) 97 (64.2%) 186 (61.4%) Runge 0=4) ae®) ueA
Blu‘km African Amencan 0 2(1:3%) 2(07%) Bassling ECOG score
White 60 (39.5%) 49(31.5%) 109 G6.0%) N 153 15 308
Muluple* 0 1(0.7%) 1(03%) 0 35 (35.5%) 54(35.3%) 109 (35.4%)
{rdnomm L) L) 20 1 100 (64 5%) 99 (64.7%) 199 (54.6%)
S 155 153 308 History of smoking
& G N 155 153 308
Hispanic or Latino 9(58%) 13 (8.5%) 13 (7.1%) Vi 64041 3%) 65(425%) 120 (31995
Yot Hispanic or Tatino 145 (93 5%) 137 (89.5%) 287 (91 6%) N o it vy 53 (37550, ettt
Not Reporied 0 2(1.3%) 2(0.6%) S - :
Unkmewn 1(0.6%) 107%) 2{0.6%)
=3
3 =23 54
o Exlo E & S = A o 2= 0 =z 0
Hlolz=gtel #HF 5L FoT 3 A= #¥ & ol FAUT tdAe] tith(3047 [98.7%D7F A kE<
0 S 5 = 5 5
Aebdkora ~3ed A 304%(98.7%)0] IV W7 Aol st ~38d BdA 7B &3 Ao
= 0, by 0, 0, > 0, o
o= #H(T76.6%), BZHET1L1% 2 wW49.7% AT tidAe] HA 23.1%7F = Aol o]¥E sA A

g9t Aol AR

Ad ARRE F7g)
40.071 &) o] A tH(Table 7).

g AR ] AREe TS 154

ML <

Table 7: Summary of Baseline Disease Characrevistics; Full Analysis Ser (Srudy 61186372NSC3001)

CcP ACP Toml
Analysis set: Full 155 133 308
History of bram metastasis
N 155 153 308
No 119 (76.8%) 118(77.1%) 237 (76.9%)
Yes 36 (23.2%) 35(220%) T (231%)
Prior EGFR TET use®
N 155 153 308
No 152 (98.1%) 152 (99.3%) 304 (93.7%)
Yes 3 (19%) 1(0:79%) 4(13%)
Innial disgnos:s NSCLC sobrype
N 155 153 308
Adenocarcinomn 153 (98.7%) 151 (98.7%) 304 (98.7%)
Large cell carcmoma 1 (0.6%) 0 1(03%)
Squamons cell carcmoma 0 0 a
Cther 1(0.6%) 2(1.3%) 3{1-0%)
CP ACP Total
Hastology grade at mutial diagnoss®
N 142 116 288
Poouly differentiated 17 (12.0%) 24 (16.4%) 41 (14.2%)
Moderately differentiated 27(19.0%) 27(18.5%) 54 (18.8%)
Well differentiated 8 (3 6%) 11(7.5%) 12 (6 6%)
Dfher 90 (53 4%) 84 (57 3%) 174 (60 4%5)
Cancer stage at initial diagnoss
N 149 153 302
A 4(2.7%) 2(1.3%) §(2.0%)
B 6 (4.0%) 4(26%) 10 (3.3%)
oA 1L{07%) 0 1(0.3%)
113 $(34%) 1(0.7%) 6(2.0%)
ma 5(34%) 5(33%) 10 (33%)
mB F(34%) T (4.6%) 12{4.0%)
il 2(1.3%) 1 (0.7%) 3(1.0%)
IVA 54 36.2%) 62 (40.5%) 116 (38.4%)
VB 67 (45.0%) 71 (45.4%) 138 (43.7%%)

Location of metastass at screemns”
N

Bone
Lives
Bran
Lyniph node
Adrena] gland
Lung
Other
Histology grade at screening”
N
Pomly differentated
Moderately differentiated
Well differentiated
Other

Cancer stage at screenng

Time since mitial hung cancer dingnosss {(months)
N
Mean (SD)
Median
Range
Tame smce metastatic disease dingnosis (months)
Meoan (3D)

Median
Range

153
B0 (32.3%)
3

um* 49%)
120 (784%)
64(41.8%)

143
16(11.2%)
28 (19.6%)
11 (7. 7%)
88 (61.5%)

155

]

0
70 (432%)
85 (34.8%)

155
849 (18.092)
184

(0.6.959)

154
2129(3.088)
1.61
{03:30T)

151
71 (47.0%)
18(11.9%)
35 (23.2%)
102 (67 5%)
10 (6.6%)
113 (74.8%)
71 (47.0%)

145
27 (18:6%)
26 (17.9%)
11(7.6%)
81 (55.9%)

153
3{20%)
1(0.7%)

67 (43.8%)

82 (53.6%)

153
589(14.525)
i
(0.5.808)

151
233(3.799)
151
(0.2:400)

304
151 (49.7%)
49 (16.1%)
71 (23.4%)
216 (71 1%)
29 (9.5%)
233 (76 6%)
135 (44.4%)

288
43 (14.5%)
$54(18.8%)
22(76%)
169 (58.79%)

308
3(1.0%)
1(03%)

137 (44.5%)

167 (54.2%)

308
T20(16447)
184
(05,95.9)

303
226(3450)
154
(0.2 4009

3 FEH A

(D BICR®l 93+
CCO%l 2023 5¢
STHE B8 A

bk 1492714 e

2ABL o] F,

o] BICR %7} PFS Apzio]
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21671¢] BICR %7} PFS At &, 847 ACPTolA, 13272 CPTolA YUt AP Lzt
H7hA 42l BICRe] B7Fgk PFSE FF34th. €3 EA4S 53 SAFSE fosta dgHe=z
froju g MAaE o a3E 4S5 wel, ACPToll 729 Wi " oAt AW A& =& A
A7 61% A7 4ZFHAT HR=0.395 [95% CI: 0.296, 0.528], p<0.0001). sj&3t= PFS F9zke
ACPToll A 113709 (95% CI: 9.79, 13.70)01x ©]¢} mlma} CPZolAE 6.70 /HL(95% CI: 5.59,
7330l o M(Table 9), 12- & 18-/Y FAbA ML ACPTAIA ZHz 48% 2 31%a, ©]F Hlms)
CPT-ol A= 13% 2 3%t

Table 9: Summary of Progression-free Survival by BICR - Stratified Analysis: Full Analysis Set
(Study 6118637INSC3001)
CP ACP
Anabyss set: Fall 155 153
Event 132 (85:2%) 34 (34.9%)
Censored 25 (14.8%) 69 (45.1%)

Time to event {months)

25th percentile (95% CT) 421 (348 4.40) 6.70(5.39,772)
Median (95% CT) 6.70(5.59, 733) 1137 (9.79, 13.70)
75th percentile (93% CT) 005 (8.87.11.01) NE (16.62. NE)
Range (0.0, 23 .6+) (0.0 23.6+)
S-month event-free rate (5% CT) 0.51 (D43, 0.59) 0.77 {0.69, 0.83)
12-month event-free rate (95% CT) 0,13 (0.08, 0.19) 0.48-00.39_ 0.56)
18-month event-free rate (95% CT) 0.03 (0.01, 0.09) 0.31 {0.22, 0.40)
p-valne! 0.0001
Hazard ratio (95% ('l}t‘ 0.395 (0.296. 0.518)

Figure 3: Kaplan-Meier Plot of Progression-free Survival by BICR; Full Analysis Ser (Study 611863 72INSC3001)

100 h—‘“\—%_h&
- 80 E
g R .
= ‘- &,
5] Tl T
& 60 - % %
1 [ ey
2 ) X,
= ] Su
g 40 ‘ T
o i, %_Lm
2 .
@ 20 2
"
o
T
5 * 4
T
0 3 8 9 12 135 18 21 24
Months
Subjects at risk
cp 155 &) 7 & 1 2 2 1 o
ACP 153 135 105 74 50 33 15 3 0

“--A---CP —&— ACP

(2) ORR

BICR %7} ORRelA  BAHS=Z {3 Mol #FEHIJE=H, ACPTAA  ¥kgx H&
(1119[73.0%Del CP(7278[47.4%Doll w8 T ZolA], 4k&" <=v7} 2971 (95% CI 1.844, 4.787;
p<0.0001)°] A tHTable 10). ACPFollA 714 43 w302 AW PSS AP didA vl &o] g0l
W eHACPT Al A 2.6% vs CPToll Al 10.5%) €Ak A& el A ACPY -2 &¥(potency)o] Y55 AT

(3 DoR

CCOSQl 2023 5€¢ 3, &89 ¥z 5, ACPTA CPz¥# wvluws] ¢ 3w A= o B
dA449.0% vs 182%)7F wW&< FASAT (Table 1. olol ZF&ste, ACPIolA el DOR
T 4a0(10.0970€; 95% Cl: 8.48, 13.90)°] CP(5.557H€; 95% CI: 4.4, 6.93)¢] 2 Atk CCO A5 (20233
5€ 3%)oll, ACPo| thdAk 7078(46.4%)3 CP¢] th/d=t 249 (15.5%)°] FE A &3staL AUt
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Median (months) Events/MN
HR {95% Ci} =i ACP CP ACP

All subjects |- 0.40 {0.20, 0.53) 6.7 11.37 132/155 B4/153
Age, years

<65 |- 0.37 [(0.26, 0,53) 585 1222 7792 56/27

==65 e 0.44 (0D.27, 0.70) 6.74 979 55/63 28/56

=75 o D.38 (0.29, 0.51) 585 1137 118/140 78/141

==75 e 0.59 (0.22, 1.58) 9.26 B.38 14/15 6/12
Sex

Famale e 0.31 (0.21, 0.46) 6.7 12,45 B1/93 41/85

Male —— 0.51 (0,34, 0.78) 6.7 9.69 51/62 43/68
Race

Asian (—-— 0.36 (0.25, 0.52) 565 1147 77789 55/97

Man-Asian = 0.41 (0.26, 0.67) (B 11.3 51/62 27752
Weight, kg

=B0 = 0.41 (0.31, 0.56) 6.7 113 108/128 T4/132

>=80 —— 0.26 (0.12, 0.57) 693 1245 24/27 10/21
History of Brain Metastasis

Na - 0.33 (0.23, 0.46) 674 1245 98/117 56/117

Yes e 0.63 (0.38, 1.06) 578 7.38 34/38 28/36
ECOG Performance Status Score

0 -y n.35 (022, 0.55) 7 12,25 51/58 31/50

1 e 0.42 (0.29, 0.61) 6.7 10.58 B1/97 53/94
Histary of Smeking

No - 0.37 (0.25, 0.53) 677 1222 75091 47/88

Yes g = ; : 0.45 (0.29, 0.68) 6.7 11.07 57764 37/65

0.1 1 10
+Favors ACP Favers CP—
Table 1i: Summary of Objecrive Response Rare Based on RECIST v1.1 Criteria in Subjects With

Measurable Disease ar Baseline by BICR -

611863TINSC3001)

Siratified Analvsis; Full Analysis Ser (Study

CP ACP
Analyuis set: Full 155 153
Number of subjects with measurable disease at
baseline 152 152
Responders (CR. - FR) T2 111
Objective response rate 47.4% 73.0%
95%CI (39.2%, 55.6%) (65.2%. 75.9%)
p-valuet “0.0001
Odds mtio (95% CI)® 2971 (1.844, 4.787T)
Beat Overall Responze
Complete Response (CR) 1 {0.7%) 5(39%)
Partial Respanse (PR) 71 (46.7%) 105 (69.1%)
Stable Disease (SDY) 62 (40.8%) 29 (19.1%)
Progresuive Disease (PD) 16 (10:5%) 4(26%)
Mot Evaluable (NE) 2 (1 3%]) 8 (53%)
Table11:  Summary of Duration of Response in Confirmed Responders Based on Subjects With

Measurable Disease at Baseline by BICR; Full Analysis Ser (Study 61186372NSC3001)

CP ACP
Analysis set: Full 155 153
Number of subjects with measuable disease at
baseline 152 152
Confirmed Responders (Confimmed CR.+
Confirmed PR) 55 102
Eveat 45(81 S"n} 52(51.0%)
Censored 10(18.2%) 50 (49.0%)
Time to event (months)
25th percentile (95% CT) 417 (286, 4.44) 654(5.39,821)
Median (95% CT) 5.55 (444 693 10,09 (8.45. 13.90)
75th percentile (95% CT) £594(6.93, 11.47) NE (1521, NE)
Range (L3+ 2244 (14 2235

6-month event-free mate (952 CT)
11-month event-free mte (95% CI)
18-month event-free mie (95% CI)

0.44 (030, 0.56)
0.11 (0.03,023)
0.05 (0.01,0.19)

0.77 (0.67, 0.89)
0.45 (0.34,0.55)
0.35 (0.24,0.47)

e
AR, CPEelA AFE A 1013
BE AR FAZ B3t
W& ACPzol WigE o4
2 54%AT+ (Table 12).

A=)

2 CPToA 4270
Z(_'

.

Barsl 3 080 A
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o7, TU% 149271 €] FAHAZE o]F, ACPTolA 287
Abdo]l B aEATHTable 12). 5%k OS &4
% 659 0] ofmutelY; U QP o2 HlE A Sl =, ACPT ol A]
B HTHHR: 0.675 [95% CI: 0.418, 1.090]; p=0.106). 1874 = 247§l OS
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Table 12: Summary of Overall Survival - Unsorarified Analysis; Full Analysis Set (Study
61186372INSCI00T)

CP ACP

Analysis set: Full 155 153
Event 42 (27.1%) 28 (18.3%)
Censorad 113 (729%%) 125 (81.7%)
Time to event {months)

25th percentile (95% CI) 13.67 (11.10. 1837) 16.85 (13.96,. NE)

Median (95% CT) 24.38 (22.08. NE) NE (NE, NE)

Tith percentile (93% CT) 13,49 (2438, NE) NE (NE, NE)

Range (0.4, 26.9+) {05+, 27.0+)
G-month event-free rate (95% CI) 0.97 (0.92. 0.99) 094 {0.89_0.97)
12.month event-free mte (95% CT) 0.82 (0.74, 0.87) 0.86 (0.79, 0.91)
| 8-monih event-free rate (95% CT) 0.68 (0.58. 0.76) 0.74(0.64.0.82)
24-month event-fee mte (93% CT) 054 (0.37. D.68) 0.72(0.61. 0.81)
p-valee 0.1056
Hazard ratio (85% CI) 0.675 (0.418, 1.080)

Figure 6: Kaplan-Meier Plot of Overall Survival: Full Analysis Set (Study 61186372NSC3001)
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CCO AA(@2023d 5€¢ 3deoll, ACPTS thd=at 70%H(46.4%)7 CPwe] oA 249 (15.5%)°0] FoAE
A&t UATHTable 5). A1 Fo& T 7P LA A AW Ao, CPzelA A
3oz Qg T HEo] B EJTHACPTANA 33.1% vs CPZol A 69%).

ACPT oA Fof 7]7ke] Tt 9.7270 d(otvubebvke] 749 9.267H€ [H9f: 0.0; 26.9], 7FEE24d 9
A5 214704 [ 91 0.0, 38], #AWEAAN =] 7% 83470 [ 0.0; 24.9Deldvh. CPEolA £
713ke] F4He 6TUNEFIRESE Y] A 2.1470€E [H91:0.0; 3.9], AWMEAANT] A 6.7470€
(" 91: 0.0; 25.3De] At
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Table 5: Treatment Disposition; Safery Analysis Ser (Study 61186372INSC3001)

CP ACP Total
Analysis set: Safety 155 151 306
Sulyects ongomng 24 (15.5%) 70 (46.4%) @4 (30.T%)
Discontimned all study treatment 131 (84.5%) 81 (53.6%) 212 (69.3%)
Reason for discontinuation®
Progressive disease 107 (69.0%) 50 (33.1%) 157 (31.3%)
Adverse event 13 (2.0%) 14 (9.3%) 28 (92%)
Adverne event - COVID-19 related o 2(13%) 2(0.7%%)
Subject refosed further study treatment 5(.2%) 12 (7.9%) 17 (5.6%
Mon-compliance with study dmg 2(13%) 1(0 T‘u_\ 3(1.0%)
Death 1 (0.6%) 1(0. ™% 2(0.7%)
Physician decision 0 1 (0 _,,w 1(0.3%)
Orther 2{13%) 2{1.3% 4 (1.3%)

(2) E3HA TAYZE o] ALY

g goj¥zE 71 &3] Ry TEAEACP =+ CPiolA Aol >20%=2 AHoj®)= EGFR ##
TEAEQ] &2 EF9149(56.3% ACP vs 0% CP), &3(53.6% vs 7.7%), =&Y IJFHAB1L1% vs 3.2%), T
WH(25.2% vs 5.8%), AAH20.5% vs 12.9%), MET &¥ TEAEQ ALETEZ(41.1% vs 9.7%) 2 Tz
£(29.8% vs 10.3%), &ste AW FHsx TEAEQ] S5 T744308.9% vs 45.2%), H1&(50.3% vs
54.8%), WM T A2ZB7.7% vs 32.3%), BABHTFAF(36.4% vs 29.7%), 71EF TEAER! IRR(41.7% vs 1.3%),
HH)(39.7% ACP vs 30.3% CP), 241(36.4% vs 41.9%), 218 7+4(35.8% vs 27.7%), ALT Z7K33.1% vs
36.1%), AST =7K31.1% vs 32.9%), COVID-19(23.8% vs 13.5%), AZEEZF21.2% vs 8.4%), TE(21.2%
vs 18.7%), 3 2(15.2% vs 20.6%)S T}

Q) oVdAtle] T5=

35w °le TEAE= ACPie] 75.5% % CPit®] 53.5%°lA Hmdct. ofw|wrebite] dafxl b A
ZaAAdE, =SS A5d, ELEFHE, AZFEDH LASt= TEAE= =353 2 TEAECA
AgT ol yebd 2] F terE AA T

SAE+= ACP9] 37.1% B CPw9] 31.0%olA Hiu=tt F A 57 EFoA 7HE &34 B SAE
= HdH ddd &3 Fu 28] HH4.0% ACP vs 2.6% CP)ol At

Table 5: Overall Summary of Treatment-emergent Adverse Events; Safety Analvsic Set (Study Integrated Summary of Safety)
CP ACP
PAPILLON PAPILLON CHRYSALIS COMBINED
Analysis set, Safety 155 151
Subjects with 1 or more
TEAE:s 152 (98.1%) 151 (100.0%
Grade 3 or greater TEAEs 83(53.5%) 114 (75.5%)
Maximum toxicity grade
Grade 1 13 (8.4%)
Grade 2 56 (36.1%)
Grade 3 65 (41.9%)
14 (9.0%
4(2.6%)
4831 "'“o 36 (3
nnuation of any stody agent 16 uI ) 3% 36 (23 8%)

uation of Anuvantamab
ation (st C -ubupl;nu

17(11.3%)
13 (86%)

TEAEs .cadmgro 1g mtm‘u:hou u: any \m'l agenf
TEAEs leading to mtermuption of Amivantamabf
TEAE:s leading to mtermuption of Carboplatin®

TEAES lead

ing to mtermuption of Pemetrexedt

1o dose reduction of any sdy agent

g fo reduction of Antvantamab
TEAEs leading to reduction of Carboplatin
TEAEs leading to reduction of Pemetrexed

TEAES leading to death®

Related TEAES leading to death®®

COVID-19 associated TEAEs*
COVID-19 associated serions TEAEs?
COVID-19 associated non-senous TEAEs®
COVID-19 associated grade 3 or greater TEAEs®
COVID-19 associated TEAEs® leading to death
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@ A

PAPILLON®| A A& =3 TEAE= ACPY oz 7HAAAXRA, #dl@F, A%, CVA, #HH
COVID-19, COVID-19 #H#)3} CP# HAAF 49 (@ d=, FA4 ML, AFY, &5 ZehoA At o]# 3k
Ao gk ASAQ0 i HE A3, A2 0&@@ *E‘H}El ARG AASEA] ottt

Table 7: Number of Subject: With Treatment-emergent Adverze Event: Leading to Death by System
Organ Clas: and Preferred Term; Safety Analysiz Set (Study Integrated Summary of Safety)
CP ACP
PAPILLON PAPILLON

Analysis ser. Safery 155 151

Subjects with 1 or more TEAEs
leading o death 4(26%) (4.6%)

System organ class
Preferred term

Infecuons and mfestatons 1 (0.6%) 4(2.6%)
Posumoms 0 1(0.7%)
COVID-19 0 1(0.7%)
COVID-19 poeumonia 0 (0.7%)
Sepsis 1(0.6%) 1(0.7%)

Cardiac disorders 1 (0.6%) 1(0.7%)
Cardio-respiratory amest 0 1(0.7%4)
Acure myocardial infarcnion 1 (0.6%) 0

Genperal disorders and

administraton site condinons ) 1(0.7%)
Death 1(0.6%) 1(0.7%)
Nervous system disorders 0 1(0.7%)
Cerebrovascular accident 9 1(0.7%)
Raspiratory, thoracic and
mediastinal disorders 1(0.6% 0
Dyspnoea 1 (0.6%) 0

G &3 4Fs =

18] ol Ald A
3 ACP: 46.2%))

gk oAt

o] &8 7}k %3 TEAEE ACP(PAPILLON: 48.3%, CHRYSALIS ACP: 30% %
A} CP(PAPILLON: 22.6%)° ®ls] o ¥& == A3

&% 7S %@ 3 TEAE(PAPILLON®] ACP %=+ CP# =& g AC

o8 AHogmE)7t UATh X, AEEFF HARYE, IFTHLET, ELETFAY,
Yozt F(Table 9). 2 2F W o|21§ TEAES] A W=+ ofefo] s

_,Fm%
¢

Table 9: Most Commonly-Reported TEAE: Leading to Doze Reduction
cP ACF
Adverse Event FPAPILLON PAFILLON
(m=155) o=151)
At Least ] TEAE Leading to Dose Reduction
amy 35 (22.6%)
amvantamab 4
carboplann 18 (11.6%)
nemexed 33 (21 3%)

Rash

any 0
amrvantamab A
carboplsnn 0
| pemetexed 0

Dermatitiy Acoeiform
v 0 7(4.6%)
amivantamab HA T(4.6%)
carboplann ] 0

pemetexad 0 1 4

Neutropemia

v
amivaniamab
carboplatin
pemetexed
Paronvclua
any 0
amvantamab NA
carboplann 0
pemetexed 0 0
Thrombocytopenia
oy

10 (6.6%9)
0

10 (6.6%)

10 (6.6%
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PAPILLONOA 713 £3] Raud oFE dA] =X E %3 TEAEE= ACPTolA CP#ol Hls] ¢ &&

A ES e, A2 FAR 2 ES Yebd COVID-19, 843043 2 Ud A 9).

- 7 AZ06.6% ACP vs 7.1% CP), ¥Z(11.9% vs 0%), A=E9 IHRAGB.3% vs 0%),
SN EFAA(B.6% vs 0%), COVID-19(7.9% vs 7.7%), AZEFIZ6.6% vs 0%), A2A72Z6.0% vs
5.2%), N1&(5.3% vs 7.1%).

Table 10: Most Commonhy-Reported TEAE: Leading to Drug Interruption
CcP ACP

Adverse Event PAPILLON PAPILLON
(o=155) (=151)

At Least 1 TEAE Leading to Drug Interruption

any 57 (36.8%) 104 (68.9%)
amuvantamab NA 97 (64.2%)
carboplatn 20(18.7) 38 (25.2%)
pemereved 56 (38.1%) 26 (57.0%)
Neutropenia
amy 11(7.1%) 25 (16.6%)
amivantamab NA 20 (13.2%)
carboplatin 8(52%) 16 (10.6%)
pemstexed 11 (7.1%) 18 (11.6%)
Rash
oy 0 18 (11.9%)
amivantamab NA 17 (11.3%)
carboplann 0 5(3.3%)
pematrexad 0 11 (7.3%)
Dermatitis Acpeiform
any 0 8(5.3%)
amuvantamab NA 7 (4.6%)
carboplatin 0 1(0.7%)
pemetexed 0 5(3.3%)
Paronvchia
amy 0 13 (8.6%)
amivanotamab NA 13 (8.6%)
carboplatin 0 1(0.7%)
pemegexed [1] 5 (3.3%)
COVID-19
my
amivantamab
carboplatin
pameexed
Hypokalemia
any 0 10 (6.6%)
amivantamab NA 8(5.3%)
carboplann 0 i@ -Zr"e:
pememexed 0 6 (4.0%]
Thrombocvtopenia
any 8(52%) 9(6.0%)
amrvantamab NA g (5.3%)
carboplatin 4 (2.6%) 1(0.7%)
pemetrexed 8(52%) 4 2.6%)
Anemia
oy 117.1%) B(5.3%)
avantzmab NA 4(2.6%)
carboplatin 7 (48 2(1.3%)
pemetreved 8 (5.3%)
- =3 = A=)
(D 718A e S350l BE oA &4
ORI}
A 5 = 515 2 ) 3
olzk Agw AF(HF 7Rk sstaW Ayl F)oA oimutEglt dEeyos s PAY NSCLC

HAHn=380)2] 735 thF-Ee FoAAelA TU(LF &o)ol Eiﬂ"ibﬂl A7 717 TS 1L
A7 HAH T 6% FAAANA do SH EXo] RuHAI 3% FodAtol A 3~

B JHRYBREVANT SmPC  2023). @zl Z=3 HAWEHAES =Hdo=z dejxd glon,
AW EGA =R A5 Foze] 10%00A4 Ao 552 EXo] RuFHATHE M EFA = USPI 2022).
PAPILLON®| A %12 ACPi*¢] 89.4% ¥ CP9] 18.1%°14 E il = AT

@ RR
ol AT FHNF Wk sEtew A PolA olmuigd wEaPos Mzwe A4 NSCLC
ATH=3809] 7F At o] 4e] FolAolA RRe] RuHsdl, N2 /17 FI@ 47199 A8 #7
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st 67%]  FHAAClA el Tw  RRe] RHIFHY: 2% FAAeM  3eH  [RRO
B U JATHRYBREVANT SmPC 2023).
PAPILLON®| A} IRR-& ACP¢] 41.7% % CP¢] 1.3%°A H = lth

@ LD
R AE FHONF AN stetay Au) B|A ohulwE wmagoz Aswe WP NSCLC
AM=380 AS "B AT FIE UREY A= B FL APUMD TYE 3%
B 1= I THRYBREVANT SmPC 2023).
HAA/NLDE ACPT Azt 45Q2.6%)0A R ow, CPTo e gl

<MARIPOSA-2>
D A G
(1) AuApa

MARIPOSA-2E= ©APE]Y S AL A& % £& A& 5 a9 Ao A 4 Yy == o]
4 EGFRm NSCLC Al @th’dAtel 4] LACP/ACP-L tf CP(Bi*) ¥ ACP(C) tf CP(BM)e a4 A
Hlaslz] 98 e FQl, PALA, A, oW, 34 Adelth Mol WYe] it HA:

do]7} Aol B A Felstrlel AgsiAnh.

g 3 ER A7l V) Rl 221 FAARE oF 6007 o] AP AT 20239 44 12
Jlzo . 657 AAUAAT} TareuAEo] B Ao S2o| ehmE Yk

a1 dAAE e AN =3

A %] 974 1 (LACP, Y444 A% N Any A 84

2022'd 11 9 6 Q7R ALR): 21 Q@ 1-4 7]

gl o] A€l d (240 mg QD)
ool et (C2D1# 7= 140071750 mg IVT QW

A
o o

C3D1 % C4D1 =l 1750/2100 mg IVT)

21 4 5+7
FrREEE (2 7712 4 1 Ue] AUCS IV) 145 {210 0P
N=240 q“EﬂA}‘E (ZF 712 4] 1 U=l 500 mgim V) ﬂl,ulﬂg}w-tgf- 279 4 1 Y= 1750/2100 mg
[re— T

AEHAE (2 7] 2] 4 1 L) 500 mgim?® IV)

AT Fof 97 2 (ACP-L, 2022°d 11 9 7 9

AFg): 21 g 14 F7)
shn| ety (C2D1#71 ] 1400/1750 mg IV QW
C3D1 9! C4D1 = 175012100 mg IV1)
FtR &b (21 =712 4 1 U= AUCS IV)

ANERAE (2} 572 4] 1 2] 500 mg/m? IV)
® g
¥
% xS N=240 B T (N=240): 21 ¥ 14 57
ok S S AR EH (7 712 A 1 L] AUCS IV) 21 9 5+37

= 2t 3712 4 1 Yol 500 mg/m? IV
AAERA S (7 7] 2] 4 1 Yol 500 mg/m? IV) WD AR i

C & (N=120): 21 ¥ 1-4 37|

olal e} (C2D147H7] 1400/1750 mg IVT QW, 219 5+237
N=120 €3D1 9 C4D1 =i 1750/2100 mg V1) o} @ erg} (2} 7] = 1750/2100 mg IV1)
—_— A=A (2 7] 2] 4 1 2] 500 mg/m? IV)

FARFA (2 71 2] 4] 1 Y= AUCS IV)
He =" s (7} =72 A 1 2] 500 mg/m? V)

_7‘|_




o CP Fof:

- A 4737 5 7 21Y F719] A1Ye] st2RZee AUC 5, Y 750 mg.

- A 437 B Ft2RZeE ) Weste 7ZF 219 F719 Al FHWEHADAE 500 mg/m2(Q A
= H)ElR BI2 BZA 9 3. o]T AW Ad7tA A,

e ACP Eoji
- 219 F712 IV F9lel 9@ olmuwbebg - F7] 1 A2YU(E, A HA £Fe A1L 20 AH B
s A1Y9) 350 mg o] 2 A 2Q0] 1,050 mgl<80 kgl =i 1,400 mgl=80 kgl Fol), 8%, 159 g
=7] 2 A1Ye] 1,400 mg(AZE =80 kgol A<$ 1,750 me), 7] 30 Al&ste] 2+ 219 F7]9] A1Y

o 1,750 mg(AlZ =80 kgol 7% 2,100 mg)

- AW 4F7) B¢k Z 219 F719] A1La ﬂEﬁ_:a}F/l AUC 5.

- A 437 B¢ 2R SR Y gate] 72 219 F719 Al FHWEHAE 500 mg/m2AFGA L
HIEFR] B12 B3A| 9 §A). o]F AW JAP7tA] {4 &=,

2 FAA B

o 7HA

- ACP 7} CP ol Hl3) €93 733 AL PFSS Y Aot

o NG 4=

- YEAFAA F oF 600 B AT JriAE 221 BlE A 7 : C HE 729 wiBg g CP
of tigk PFS S¢#k2 5.57M€E = FHE Y (Mok 2017; Soria 2015) LACP/ACPL 3 ACP Z+Z+ PFS &
kel 85 AMolgtar 74T o, oF 16 /Mo B 7 71 3 ey FAHEAE AAE A
Al 25 FFske] F 350 9] PFS AL S fo F 5%91A4 WA family-wise Type [
error rate & 7FH%S 21 &9 HAL o] &34 CP tiv] LACP/ACP-L o dis] Ma == Al ¢
3 o] 35% 74 (LACP/ACP-L tf CP ¥ ACP t) CP o W&l Z+Z HR 0.65)5 ®©X|3l7] ¢35+ <F 93%
o] AAHE, agla CP tivl ACP o sl 83%< HAES AT Ao|th

rlr
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)
N,
uul
>
2
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59|
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>
ro
3
>~
>
t
‘e
(@)
-
=
rO
o|\
>
o
>
L ~
=)

b
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o2 AHAbe] 93l A, Exon 19del =+ Exon 21 L858R o= ET’QEE ’0‘}% 3_1‘_1- A3
4 | NSCLC 7} 2284 m& Azstrow wex feluglojor @ EGFR S
27] AA BuAe] ojdstE Aol FrbA sSo] WA mgHoloF dh, 23
oA WA RSOl BTk ARB EE WA AHA o] HuAHe] ATE 5§
AA7} $A@ 0] EHe ARE WA AT B,

e
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N

of
e
Lo

14
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&

filo
o
:[o

Do B4 9 Mol sol BHE ACP 9 CP FolE Aol WA 2HL olRu AT A4 9%
IR 62040890 31-854DRAT, APehaate] 37.8%7} 654 ol ol ARl & 60.4%7}
oI, 4827 oAlchelol gl o, 6%t Melolich. Mol ~ztel ECOG AAFE WAt A9
ool 39.6%004 001913 A@TIAARe] 60.4%0H 1ol Qlth Mol ekelolH AT RS & 86.0%
7} AFo) 80 kg Vvl on, 65.5%E 1 ool fUTh

E 4 olpeA £ o wlolxejel §59 29 - CP / ACP: AA B4 AIE

(A& INI-61186372NSC3002)

CP ACP SHA
2M ME: ®H 263 131 394
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T4 7ot =4 o olAetd 549 @9 - CP / ACP: WAl 2A AE

(A INJ-61186372NSC3002)

CP ACP A

oy,

N _ 263 131 394
=1 (SD) 60.6(10.13) 61.2(10.06) 60.8(10.10)
Sk 62.0 62.0 62.0
He (31; 85) (36; 84) (31; 85)
<65 166(63.1%) 79(60.3%) 245(62.2%)
>=65 97(36.9%) 52(39.7%) 149(37.8%)
<75 244(92.8%) 118(90.1%) 362(91.9%)
>=75 19(7.2%) 13(9.9%) 32(8.1%)

AMH
o=

N 263 131 394
oM 157(59.7%) 81(61.8%) 238(60.4%)
=29 106(40.3%) 50(38.2%) 156(39.6%)
0|23} 0 0 0
=9 0 0 0

oIE

N 263 131 394
orMizlZt  QlCjgt  EE
U AT EXL 3(1.1%) 1(0.8%) 4(1.0%)
OfAlOLQ! 127(48.3%) 63(48.1%) 190(48.2%)
S0 EE or=z|FHA
o|= 9l 1(0.4%) 3(2.3%) 4(1.0%)
steto| &4 EE TIE
Efe o =0l 0 0 0
B ol 123(46.8%) 60(45.8%) 183(46.4%)
Ch== 2(0.8%) 0 2(0.5%)
BogX| g5 6(2.3%) 2(1.5%) 8(2.0%)
=9 1(0.4%) 2(1.5%) 3(0.8%)
OFA|OFQI 127(48.3%) 63(48.1%) 190(48.2%)
H| OfA[OfQl 129(49.0%) 64(48.9%) 193(49.0%)
7|Et 7(2.7%) 4(3.1%) 11(2.8%)

oIE

N 263 131 394
S|lamy £ 2fEIA 23(8.7%) 9(6.9%) 32(8.1%)
S|ADHY = 2EEIAH ot 234(89.0%) 118(90.1%) 352(89.3%)
HOgX| s 3(1.1%) 1(0.8%) 4(1.0%)
=93 3(1.1%) 3(2.3%) 6(1.5%)

S, ka

N _ 263 131 394
H(SD) 64.28(13.892) 65.10(14.077) 64.55(13.941)
St 63.00 63.00 63.00
He (37.2; 118.0) (38.5; 111.9) (37.2; 118.0)
<80kg 226(85.9%) 113(86.3%) 339(86.0%)
>=80 kq 37(14.1%) 18(13.7%) 55(14.0%)

ME, cm

N 263 131 394
= (SD) 164.19(10.289) 164.79(10.791) 164.39(10.449)
SAL 163.00 163.00 163.00
=H 2 (140.0; 195.0) (128.0; 190.0) (128.0; 195.0)

HMEZ Xl ka/m ?

N
B (SD)
Sorgh
%8|
Q9
#lol 22l ECOG R4
0
1
g9 o3

263
23.71(3.926)
23.63
(15.9; 36.3)
(20.57: 26.06)

263
101(38.4%)
162(61.6%)
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131
23.89(4.254)
23.53
(15.9; 50.0)

(21.29; 25.78)

131
55(42.0%)
76(58.0%)

394

23.77(4.034)

23.60

(15.9; 50.0)
(20.82; 26.00)

394

156 (39.6%)
238(60.4%)



T4 7ot =4 o olAetd 549 @9 - CP / ACP: WAl 2A AE
(A3 INJ-61186372NSC3002)

CP ACP SHA
N 263 131 394
| 95(36.1%) 41(31.3%) 136(34.5%)
1 Tf 4(1.5%) 1(0.8%) 5(1.3%)
A 91(34.6%) 40(30.5%) 131(33.2%)
ofL| 1 68(63 9%) 90(68.7%) 258(65.5%)
=3 0 0

E

[tsidemOTbc.rtf] [PROD/int61186372/nsc3002/dbr Csr/re csri/tsidem0Tbcsas] 2023 9 229, 0953

Hloj2~gkel AW 542 ACP % CP R =Fo A4 Awtdorw #3& ol Fa YA Ao
o] ¥ 69.2%= EGFR <& 19del Ed¥ol7F A 30.8% + EGFR 011’: 21 L858R = ol7t AU
2329 Ao, AdudA 69807.5%)& IVA H717F A A dAt 3248(82.2%)2 IVB ¥ 77}
AN

# 5 Hjo]xefol AW =449 @of - CP / ACP: AlA] 74 NE(X]9 611863721\]874?3002)
cpP ACP

p

24 ME: ®H| 263 131 394
L|™Oolel HE
N 263 131 394
of 120(45.6%) 58(44.3%) 178(45.2%)
otH e 143(54.4%) 73(55.7%) 216(54.8%)
=0Ho| 7Y
N 262 131 393
A= 19del 183(69.8%) 89(67.9%) 272(69.2%)
ol 21 L858R 79(30.2%) 42(32.1%) 121(30.8%)
X7| ZIEH A] NSCLC OtH
N 263 131 394
MeE 260(98.9%) 130(99.2%) 390(99.0%)
CHA| =S 0 1(0.8%) 1(0.3%)
HEMNZAE 1(0.4%) 0 1(0.3%)
7|E} 2(0.8%) 0 2(0.5%)
XI| TE Al ZHE S5
N N 263 131 394
U 23 54(20.5%) 30(22.9%) 84(21.3%)
NESH 23t 29(11.0%) 14(10.7%) 43(10.9%)
23] 14(5.3%) 16(12.2%) 30(7.6%)
7|t 166(63.1%) 71(54.2%) 237(60.2%)
E7| TG Al & &HT|
N 262 131 393
0 0 0 0
1A 2(0.8%) 1(0.8%) 3(0.8%)
IB 3(1.1%) 5(3.8%) 8(2.0%)
A 1(0.4%) 1(0.8%) 2(0.5%)
1B 3(1.1%) 0 3(0.8%)
A 3(1.1%) 4(3.1%) 7(1.8%)
1B 4(1.5%) 3(2.3%) 7(1.8%)
NIC 2(0.8%) 0 2(0.5%)
IVA 97(37.0%) 42(32.1%) 139(35.4%)
IVB 147(56.1%) 75(57.3%) 222(56.5%)
A32|d Al =2 55
N N 263 131 394
U 23 50(19.0%) 27(20.6%) 77(19.5%)
Mzot 22t 28(10.6%) 14(10.7%) 42(10.7%)
23] 12(4.6%) 15(11.5%) 27(6.9%)
7|E} 173(65.8%) 75(57.3%) 248(62.9%)
A32|d Al & #HI|
263 131 394
HIA 0 0 0
1B 0 0 0



H b o] Aztol Ay EXo] Q ol CP / ACP; A EA AE(AIS INJ-61186372NSC3002)
CP ACP A
1IC 1(0.4%) 0 1(0.3%)
IVA 51(19.4%) 18(13.7%) 69(17.5%)
IVB 211(80.2%) 113(86.3%) 324(82.2%)
232" Al HO| K[eP

N 263 131 394
Ht 147(55.9%) 69(52.7%) 216(54.8%)
7t 62(23.6%) 31(23.7%) 93(23.6%)
& 108(41.1%) 54(41.2%) 162(41.1%)
oA 164(62.4%) 85(64.9%) 249(63.2%)
24 28(10.6%) 22(16.8%) 50(12.7%)
I 154(58.6%) 88(67.2%) 242 (614 %)
7|t 121(46.0%) 61(46.6%) 182(46.2%)

FZE mQ T ol Zob AZHIHE)

N _ 263 131 394
H(SD) 27.277(18.6447)  28.622(17.9225)  27.724(18.3959)
=Lt 22439 25.232 23.080
=2 (4.34; 123.40) (4.11; 115.29) (4.11; 123.40)

Mold &Y ZTITh 0| ZAab AZHIHE)

N 263 131 394
E(SD) 25.706(16.1094)  26.515(16.3853)  25.975(16.1853)
=Lt 20.961 22.998 22.456
=ha (0.10; 99.12) (0.23; 115.29) (0.10; 115.29)

: NSCLC = H[AMZY Ht

-|-

= 271 o|ge| HFof &£

ot

AL,

b o] 7|2 "Lg CHst Mo|o| HaHS RExSIC
Ct=ofl A . [tsidemO4abc.rtf] [PROD/ini-61186372/nsc3002/dbr csr/re csr1/tsidem04abc.sas

3) &4 A
(D BICRY) ©)& 72 Az

2023 74 10€ CCOE 7l=o=m Tdak 8.74/Mde] =482 &, F 371119 BICR #H7} PFS Ab& 7} 3
N FAT T BEEACH, of= SAPo| Aol WAIE PFSe| <Ak E40 thak 23& S5
1=

BICR 7} PESolA FAZ o= folsta o= orgles A5 &3E IAT + A%len, IH
Ay w= A f10] CP Fojol Bla] ACP Fojtol] w29 = ]QW%XMI/H 52% a3t +
< U5 ATHHR=0.48[95% CI: 0.36], 0.64], p<0.0001). “&-&3t= PFS SYak-2 ACP T oA 6.287)€ <]
A wWkH CP Fofol A= 41770 € o] ATH_Ref146182044). 671€, 9714 ‘%—l 20d 538 THES

12023 9& 229, 09:53

ACP ool A 27 51%, 38%, 22%, CP Foioll Al 22 30%, 16%, 13%3ATh.

B 6 BA AE Qo - 1A A - F3F 24 - BICR: AA A MERE
INJ-61186372NSC3002)
cP ACP
2M ME: ™A 263 131
At 171(65.0%) 74(56.5%)
SEHEC 92(35.0%) 57(43.5%)
At EEATERI O Al ZHIHE)
258 HHE212=(95% CI) 2.50(1.51, 2.83) 4.37(4.17, 5.39)
ZA7H95% CI) 4.17(4.04, 444) 6.28(5.55, 8.41)
7589 HE2{2=(95% CI) 6.93(5.78, 8.31) 11.76(9.72, NE)
=H 2 (0.0+, 14.0+ 0.0+, 14.9)
670 EAA H[E(95% CI 0.30(0.23, 0.36) 0.51(0.41, 0.60)
97 & FARA |%(95% Cl) 0.16(0.11, 0.23) 0.38(0.28, 0.48)
12708 A H[Z(95% CI) 0.13(0.08, 0.20) 0.22(0.12, 0.34)
p-Z4*ACP C{ CP) <0.0001
2|l H[8(95% CNACP Cf CP) 0.48(0.36. 0.64)
2 p-2 QAIHEIY 2% X1kt Of 2Xh, L|FO| #HE(0| == ofLR) S OFA|OFRl 910l Cf OfL|R)
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E 6 AP AE 9% - IA
INJ-61186372NSC3002)

of&of wat Stz 23 =2 A™EoM Tt
b oY HE2 B3 A DA 73 Aol F HIE <12 HEX K20 Fe2/sict
PIng XEX-IE} _TIL}XI-; NE = _P'SJg'é'l- A HO

oL + = = T HAD
CFS oA E'EFT’%: [tefpfsO1.rtf] [PROD/inj-61186372/nsc3002/dbr_csr/re_csr1/tefpfsO1.sas] 2023H 9& 13Y, 12:28

¥ %5 ¥4 - BCR AR BN AERE

M

CP ACP

Median
(months) Events/N
HR (95% CI} CP ACP cpP ACP

All subjects 0.48 (0.36, 0.64) 417 6.28 171/263 74/131
Age group

<65 years 0.44 (0.31, 0.64) 4.24 7.16 106/166 40/79

>=65 years 0.61 (0.40, 0.94) 4.14 555 65/97  34/52

<75 years 0.48 (0.36, 0.65) 4.21 7.03 160/244 65/118

>=75 years — 0.70 (0.28, 1.75) 3.42 542 11/19 9/13
Sex

Female 0.48 (0.33, 0.68) 4.24 7.03 103/157 45/81

Male 0.54 (0.35, 0.84) 4.14 5.88 68/106 29/50
Race

Asian 0.58 (0.39, 0.85) 4.24 6.8 82/127 39/63

Non-Asian 0.47 (0.32, 0.71) 4.17 5.59 84/129 34/64
Weight

<80 kg 0.51 (0.38, 0.68) 4.21 6.28 148/226 64/113

>=80 kg 0.51 (0.23, 1.11) 4,01 5.45 23/37 10/18
History of Brain
Metastasis

No 0.48 (0.33, 0.70) 4.24 8.34 92/143 40/73

Yes 0.52 (0.35, 0.78) 4,04 5.59 79/120 34/58

Osimertinib line
of therapy
First-Line 0.47 (0.34, 0.66) 4.07 6.28 117/181 54/97

Second-Line 0.55 (0.32, 0.93) 5.26 6.21 54/82 20/34

ECOG score
0 0.44 (0.28, 0.69) 4.24 7.16 65/101 30/55
1 0.56 (0.39, 0.79) 4.07 5.85 106/162 44/76
History of Smoking
No 0.53 (0.38, 0.74) 4.21 6.21 110/168 55/90
Yes

0.45 (0.27, 0.76) 417 6.8 61/95 19/41
Mutation Type

Exon 19del
Exon 21 LB58R

0.60 (0.44, 0.83) 4.21 559 118/183 58/89
0.30(0.17, 0.54) 4.07 9.69 53/79 16/42

§{£ fr i pEoal [1 i1 11 [57F

0.1 1 10

«Favors ACP Favors CP—

(2 ORR
BICR #7}oll ZA3t, ACP T A @At 1303 CP Fo Al thdat 2609 o] wlo] 2=kl
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=4 7hed ZHol ddem ORR &4 =Z3=HAT. BICR #H7F ORRO IIJrE‘jﬂ CP Fol
[36.2%D3 Hlmste] ACP Fo(83%[63.8%Doll Al §E-A vIE&o] Fo3tA o = 2 =H] 3.10 %
EFATHI95% CI: 2.00, 4.80; p<0.0001). &3], CP F4(20.0%)1 Hl3l ACP —rO:]—TL(7 7%)01]/‘1 4o W
oz AW PSS B AFFA] vl Lol ¥ Wkt

® 7 glojAgtQloA 574 7hs Awol Q= AlAtiAAe] RECIST[HA 1.1]0 &gt 744 whg
S Q09F - BICR: AMA] BA ME(KS IN]-61186372NSC3002)
CP ACP
24 ME: ®H| 263 131
gojAagtelge BY  Jtstt EHE
LIEFEH AHCHARL == 260 130
™ HESE(CR+PR) 94(36.2%) 83(63.8%)
95% Cl (30.3%, 42.3%) (55.0%, 72.1%)
p-ZH(ACP T CP) <0.0001
QZ=H[(95% CI°(ACP T CP) 3.10(2.00, 4.80)
Z[ Aol MH S
SHFHF(CR) 1(0.4%) 2(1.5%)
S EHLE(PR) 93(35.8%) 81(62.3%)
oFd HH(SD) 82(31.5%) 30(23.1%)
28 FH(PD) 52(20.0%) 10(7.7%)
dotst = AS(NE) 32(12.3%) 7(5.4%)
? p-af2 QAIME|Y 29 At==(1A Cf 2%}, =[HO0] B0 E&= OfL|K), OFAOtRl 2IF (O Cf OfL ) Of o

et Szttt 2X|AE 2| oA 2L

b QxH| >12 MY K20 |2/5ICt

I CRIt PR2 23T ZRJF QIRUCL BEA %= HIO|ABIQINAM FHH 7tstt Y
0] 7[HtStCH

CF2OTA 23 Tteforr01b.rtfl [PROD/ini-61186372/nsc3002/dbr csr/re csri/teforr01.sas] 2023H 8& 24, 19:09

njo

LIEHH AlZiCH& Xt

(3 DoR
gl W-gAe] DOR F4#k2 ACP FofzolA 6.907H2(95% Cl: 552, NE)°ISlaL CP Fofroll A
5.557H4(95% CI: 4.17, 9.56)°]1Jt}. &<Qld wk&Atoll ik BICR 7} DORE& CP FoiZoll A 20.0% thH]
ACP FoFellA 31.9%004 67014 o]deldth. CCO AHol 3] HaY F<A A" ¥-S Yepd
AR Hl&2 ACP Folol A 58.0%, CP Fololl A 54.7%5A

=3

8 HojAaRIo] 54 Ths ARl Sl AlgHidAt] ZlHker

s

T Srg A eI SoF -
BICR: A& £ ME(AIS [N[-61186372NSC3002)

CP ACP
=4 ME: TH 263 131

Hiojagtelof N 5F  Itstt

HHEZ LIEHH A[RHC AR == 260 130
HFSXHEQIEl CR + 2 QIEl PR) 75 69
AHA 34(45.3%) 29(42.0%)
ZLC-HEC 41(54.7%) 40(58.0%)
APATER| S Al ZH7H E)e
25EHR BHE2=~(95% CI) 2.99(2.79. 4.17) 4.17(3.94, 5.59)
ZYLL95% CI 5.55(4.17, 9.56) 6.90(5.52, NE)
75T S22(4=(95% Cl) 11.10(6.64, NE) 12.12(9.69, NE)
=H 2 (1.0+, 12.4+) (1.2+, 12.1)
gt 717t >=671& 15(20.0%) 22(31.9%)
S 7|ZF >=12711 & 1(1.3%) 1(1.4%)
B 7|7F >=1871i & 0 0
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B 8 HojAeRRlo &4 7Is AWol Q= AlFUidAto] Z]gtet ehol=l ¥hgARe] ¥hg-7[7F Qof -
BICR; AA] 4 NEAF INJ-61186372NSC3002)
ACP
Fa: CI = M2|3Zh + = SEHEE 2E NE = =HY £ Q8
2 AMRERIF S 95% Cle FHEEH-010|0f B E AME5I0] FHEICH
ESgnk HI%% CR EEE= PR2 2T AIHINARL =0 7|t
Z; 20lE cR 3 PR,
CFSOTAT E&4: [tefdor01c rtf] [PROD/jnj-61186372/nsc3002/dbr_csr/re_csr1/tefdorOT1c.sas] 2023 8& 25%Y, 09:32
4 OS
CCO x5 7|¥o =2, ACP FoToNA AlFudA 27H20.6%)3 CP FoTolA 65H(24.7%)°]
At CCO FA] A |A AgE OS 3 B4, CP FoFo nl3] ACP FoTolA OS7}
MAE = Aol A JeRFTtHHR=0.77[95% CI: 0.49, 1.211, p=0.2531). FZH A Zo] A|3FZ o]7]
o Foll, OS Fdatel digh 7FE&-rlolo] FAH A= CCO Al - A5 4 gt
B 9 AR AHE QoF - =351 BAM; Mx X NEKAS INJ-61186372NSC3002)
CP ACP
24 ME: ®A| 263 131
At 65(24.7%) 27(20.6%)
SEHE 198(75.3%) 104(79.4%)
AP MR 9] AlZHIH )
25y H1E 2]==(95% ClI) 8.87(7.06, 10.32) 11.30(8.41, 14.19)
ZA7%L95% CI) 15.18(13.01, NE) 14.19(13.90, NE)
75EHRY B2 2[==(95% Cl) 16.66(15.21, NE) 14.88(14.19, NE)
=H 2 0.0+, 16.7) (0.5, 15.5+)
6/0e FAMA H|E(95% CI) 0.87(0.81, 0.90) 0.90(0.83, 0.94)
97 d FARA H[E(95% CI) 0.75(0.68, 0.81) 0.83(0.74, 0.89)
12708 A H[=(95% CI) 0.65(0.56, 0.72) 0.69(0.55, 0.79)
18703 FAtA H|[Z(95% CI) O(NE, NE) NE(NE, NE)
p-ZA(ACP T CP) 02531
2|8l H|8(95% CN>(ACP C§ CP) 0.77(0.49, 1.21)
@ p-we AIHEH 88 Xf(1AF Of 2%, H[NOo] BH(@O] == OfL[]) X OFAJOFYT &"‘(Oﬂ Cf OfL[R)
oo M2t Stet 23 =2 ZHOAM T3t
b oY HE2 B3 H Y A 7+ HOo|ct AHE HIE <12 MHEH K =0 |25tk
AN 4 = ZEXCOE oA NE = EXSH 4 glo
CH2 Ol Al 2E&]: tefosO1.rtf] [PROD/|n| 61186372/nsc3002/dbr csr/re csri/tefosO1.sas] 2023H 14 14¢, 10:.07
100
z 80 -
[}
i}
é 60 |
=
.i 40
=
w
5
X 20
0,.

0 3 6

Subjects at risk

CcpP 263 229 158

ACP 131 122 89

Months from Date of Randomization

---A--- CP —6— ACP

T T T T

9 12

85 39 8 0

54 24 1 0
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4) AR A=

(D o dAtal aoF

MARIPOSA-29] mA T2 EGFR < 19del == <& 21 L88R =dWolV} U= =4 F3
ZHol4d NSCLCE 71z A AdgAAE FAHJT. CCOR023YE 7¢€ 109) Ao AFhAA
2630l CP FofFeo] FALQuIAEL 131"l ACP Foto] FALMAEHJT. F29ulA
A @dAE 21H(CP Fotoll 209, ACP Fotoll 1%H)2 ougt &9 Al A5x BA ot

ol F2 A Fo A T AUt Aoty FAHMA Y CP BTl ARE WA B
Al Ae] BlEol B w2 22 AEUAAE ZFaW dgeWs BEs FeudE %
dEAD FAE A "It AE ARE HL 13 &F FoRe CP FoAT AP

2439 3 ACP Fo- 1309 I 1307 o] ot

B 3 Xag Bx - CP/ACP; 9t8A BEM AME(AIS [NJ-61186372NSC3002) S
CP ACP =
2M ME: o™ M 243 130 373
e =0l Al &F X} 55(22.6%) 67(51.5%) 122(32.7%)
ARt St 188(77.4%) 63(48.5%) 251(67.3%)
Opx|at AlgeE SEF o|F
A Xy 152(62.6%) 41(31.5%) 193(51.7%)
O AFALE| 10(4.1%) 14(10.8%) 24(6.4%)
O|AFALE| - CcOVID-19 2+ 0 1(0.8%) 1(0.3%)
AR =9 A" XERE
53t 21(8.6%) 3(2.3%) 24(6.4%)
OIAtS| AN 5(2.1%) 5(3.8%) 10(2.7%)

2 FIEHEEE 4FT|E §ARSALL 4F7] O|N0| IEHEELEIS SLHSH A MK E ZSHSIC
[tsidsO4bc.rtfl [PROD/ini- 61186372/nsc3002/dbr csr/re csrl/tsidsO4bc.sas] 2023 9& 29¢, 04:10

ACP Fotzel A A= 10 YU 631N UIA: 00-UDol AT A FUPAE FUk 957)
olmlENE), gt 477] B AEZRIFeE, el FUE 977 B dMELMEE Fowgic
CP BoTAA A5 7|7te] FYa2 .687H%(H4$4' 0.0~15.9) 0|0tk A= T4 4 F7] 5
AzREe, U5 6 77 5% AVEANCE Fougir)

(2) &31A LT o] FAH

TEAE o HA| ok % 6 o AAIE] Aok AZ & FATdA A BE AZHEAT | 5
gole H4 1 7 oo TEAE & A3 2108 HIEHJHEE ACP Fo 7oA 100%; MARIPOSA-2
CP oA 93.4%).

o dE nwiel o] MARIPOSA-2 oA HZI(ACP 43.1% ™ CP 4.9%), =51 9(36.9% o 0.4%), T
(31.5% W 8.6%), A=EEYF FFH (20.0% t 2.9% Z AMAF (13.8% W 6.6%) & 5 7FA TEAE & =
Folrrt ACP FolzoA T EC] O 4t

[ez]

=
=
-

@) olgAkle] FEE

MARIPOSA-2 o] 4], ACP EojFolA CID8 # CIDI5 o UAAH 527 4z 2 A dan Faz
< AlQsta, dH4sH 3 FH ol TEAE o Rli=E Fojyt Iboll thAlZ HI stk ACP Fof ol 4
NH 2FT FaT 9 2T FaT SR =sta, o7 oAt tHEE2 TiskA &
st FolEYg, 44 257 44T B dAHeE 7ot B 55 o) Y ol dAtule BAES W

o, B ghol] HIZ=sqAt

O

§3tx] TEAE o tal, ACP Foizolx #Zd 3 55 ©4F TEAE ¢ TAYELS
iAot Add TEAE 3 ofvwteiwte] stgdd b Z=2ubdolA &zl 7]e AE

ek



B 6 A& FERG oA AA 8.9k Y Y AEMARIPOSA2 AES HE T3 A AR

@3 ACP
CHRYSALIS + B
MARIPOSA-2 MARIPOSA-2 PAPILLON D
=4 A E: ghd A 243 130 171 301
| 71 o] AF dral &b Al O] 4k}
AE 227(93.4%) 130(100.0%) 171(100.0%) 301(100.0%)
35T ol 4 AE 117(48.1%) 94(72.3%) 129(75.4%) 223(74.1%)
AuEA=T
5 30(12.3%) 2(1.5%) 3(1.8%) 5(1.7%)
2FE 80(32.9%) 34[26 2%) 39(22.8%) 73(24.3%)
3IsH 94(38.7%) 62(47.7%) 97(56.7%) 159(52.8%)
459 20(8.2%) 29(22.3%) 24(14.0%) 53(17.6%)
559 3(1.2%) 3(2.3%) 8(4.7%) 11(3.7%)
FUIg AE 49(20.2%) 42(32.3%) 66(38.6%) 108(35.9%)
Aok Fuas =g AE 9(3.7%) 24(18.5%) 45(26.3%) 69(22.9%)
opp|ubel g 2 2T AE - 20(15.4%) 22(12.9%) 42(14.0%)
2R Eg F98 2T AE 4(1.6%) 9(6.9%) 17(9.9%) 26(8.6%)
A EAA = F3E 22T AE 8(3.3%) 14(10.8%) 36(21.1%) 50(16.6%)
AlE ok Fhs 2§ AR 81(33.3%) 84(64.6%) 123(71.9%) 207(68.8%)
ofm| ubEL g Fof A FAE 2§ AES - 78(60.0%) 116(67.8%) 194(64.5%)
FERE P}Ebl Fo] gAFAE 2T AE 57(23.5%) 40(30.8%) 42(24.6%) 82(27.2%)
A EdAE Fof 9 ’~I FHXE 27 AE 81(33. 3"*) 64(49.2%) 97(56.7%) 161(53.5%)
Aokl B Fgs 2§ AE 37(15.2%) 53(40.8%) 79(46.2%) 132(43.9%)
ofe] Ulb_}‘ﬁf’l 7L 227 AE 22(16.9%) 59(34.5%) 81(26.9%)
72 R ZEtele] S 229 AE 31( ]2.8%] 36(27.7%) 30(17.5%) 66(21.9%)
AW E H =2] S 22§ AE 31(12.8%) 36(27.7%) 43(25.1%) 79(26.2%)
AbE =25 AR 3(1.2%) 3(2.3%) 8(4.7%) 11(3.7%)
AP 2§ B> AE 1(0.4%) 2(1.5%) 3(1.8%) 5(1.7%)
COVID-19 7+ AE? 26(10.7%) 29(22.3%) 46(26.9%) 75(24.9%)
COVID-19 & Fof g AE? 0 2(1.5%) 5(2.9%) 7(2.3%)
COVID-19 T3 F o a4 o AE? 26(10.7%) 27(20.8%) 42(24.6%) 69(22.9%)
COVID-19 #& 3 55 o] AE¢ 0 2(1.5%) 5(2.9%) 7(2.3%)
Alako g o]ojzl CDVlD-lg o+ AE¢ 0 0 2(1.2%) 2(0.7%)
EES) E-’\*_%'
18(10.5%) 37(12.3%)
22(9.1%) 19(14.6%)
15(6.2%) 9(6.9%) 10(5.8%) 19(6.3%)
7(2.9%) 10(7.7%) 8(4.7%) 18(6.0%)
55T 0 0 0 0
7 7P E3A 518 3 57 °1% TEAE o ofe Ao B F7}
LEE: | ‘ xmmcl:')sm ‘ MARIPOSA-2 CQI’;’\Z’SALIS*PAPILLON EAS A 10¢e.1%) T(5.4%) 6(3.5%) Hfa)
(n=243) (n=130) (n=171) (n=301) 10(4.1%) 7(5.4%) 6(3.5%) 13(4.3%)
HATEAE1R 0 0 0 0
3 0 0 0 0
117(48.1%) 94(72.3%) 129(75.4%) 223(74.1%)
94(38.7%) 62(47.7%) 97(56.7%) 159(52.8%)
20(82%) 29(22.3%) 24(14.0%) 53(17.6%) 6@2.5%) GHi6%) 14@2%) 20(6:6%)
3(1.2%) 3@3%) 8(4.7%) L13.75%) 5(2.1%) 43.1%) 11(6.4%) 15(5.0%)
TR TR VT 1(0.4%) 2(1.5%) 3(1.8%) 5(1.6%)
S LA 59(45.4%) (33.3%) (38.5%) 0 0 0 0
39(16.0%) 40(30.8%) 40(23.4%) 80(26.6%)
13(5.3%) 19(14.6%) 17(9.9%) 36(12.0%) 0 8(6.2%) 179.9%) 25(8.3%)
0 0 0 0 0 8(6.2%) 17(9.9%) 25(83%)
0 0 0 0
23(9.5%) 26000%) 18105%) 44(14.6%) g 9 9 2
21(8.6%) 24(18.5%) 16(9.4%) 40(13.3%)
2(0.8%) 2(1.5%) 2(1.2% 4(1.3%) > >
N . {2 ) . 0 21.2%) 93.0%)
o o T5.4%)
23(9.5%) 15(11.5%) 191 15%) 34(11.3%) 0 7(5.4%) 2(1.2%) 9(3.0%)
23(9.5%) 15(11.5%) 19(11.1%) 34(11.3%) 0 0 0 0
0 0 0 0 0 0 0 0
0 0 0 0
0 13(4.3%)
3(2.3%) 10(5.8%)
0 3(2.3%) 10(5.8%) 13(4.3%)
0 0 0 0
0 0 0 0

@ A
MARIPOSA-2 oA, At& =g TEAE o MAELS F Fo b HI=SATHACP 2.3% ™ CP 1.2%).
ACP Eolzo AYT 3 3 B(EETE, HWF 2 AT CP FiF 3 H(E S%%, 5EFRA
9 os@)el A A4S Ze® TEAE of 2

W AR etk

rul
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s Aba | ARSL R oF; kA A B4 A E(MARIPOSA-2 A|&-S 91§ 5% ¢34 A8

cp ACP
MARIPOSA- MARIPOSA- CHRYSALIS

2 2 + PAPILLON 2%

B4 A E: ckAA 243 130 171 301
AE F AR 63(26.7%) 27(20.8%) 39(22.8%) 66(21.9%)
43 33 56(23.0%) 17(13.1%) 29(17.0%) 46(15.3%)
o] AlE] 3(1.2%) 4(3.1%) 6(3.5%) 10(3.3%)
COVID-19 ] 1(0.8%) 2(1.2%) 3(1.0%)
7] ek 6(2.5%) 5(3.8%) 2(1.2%) 7(2.3%)
A Fo] F30d g Abge 2(0.8%) 1(0.8%) 3(1.8%) 4(1.3%)
g A8 2(0.8%) 0 1(0.6%) 1(0.3%)
o] At el 0 1(0.8%) 1(0.6%) 2(0.7%)
71E} 0 0 1(0.6%) 1(0.3%)
vpAluk Fed &30 A ] APEP 7(2.9%) 7(5.4%) 8(4.7%) 15(5.0%)
2 *‘ 438 4(1.6%) 4(3.1%) 1(0.6%) 5(1.7%)
o] A= 3(1.2%) 3(2.3%) 4(2.3%) 7(2.3%)
COVID-19 0 0 2(1.2%) 2(0.7%)
7] €} 0 0 1(0.6%) 1(0.3%)

3 3 TEAE ¢] WA 52 CP(MARIPOSA-2: 15.2%)%.th ACP(MARIPOSA-2 ACP: 40.8%)°l A
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E 15 S (TF Bof) AESI E B
CP ACP
o] AL B4 MARIPOSA-2 MARIPOSA-2 | CHRYSALIS+PAPILLON L33
(n=243) (n=130) (n=171) (n=301)
HAE(EE FF) 30(12.3%) 92(70.8%) 155(90.6%) 247(82.1%)
ITa e 0 13(10.0%) 29(17.0%) 42(14.0%)
A7 0 1{0.8%) 7(4.1%) 8(2.7%)
A2 Fd 0 3(2.3%) 4(2.3%) 7(2.3%)
o] ykeL T} NA 3(2.3%) 3(1.8%) 6(2.0%)
=2 0 0 0 0
Hu = ai] 0 1(0.8%) 2(1.2%) 3(1.0%%)
kg Fo AN FA 0 19(14.6%) 33(19.3%) 52(17.3%)
o}ﬂl dkebgh NA 18(13.8%) 31(18.1%) 49(16.3%)
0 2(1.5%) T(4.1%) 9(3.0%)
0 9(6.9%) 20(11.7%) 20(9.6%)
0 11(8.5%) 31(18.1%) 42(14.0%)
NA 10(7.7%) 31(18.1%) 41(13.6%)
0 1(0.8%) 0 1(0.3%)
0 1(0.8%) 2(1.2%) 3(1.0%)
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HASRE S5 0 2(1.5%) 5(2.9%) 7(2.3%)
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=g 0 2(1.5%) 4(2.3%) 6(2.0%)
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olu| yhel gk NA 2(1.5%) 5(2.9%) 7(2.3%)
=R Zete 0 1(0.8%) 1(0.6%) 2(0.7%)
Ao Ed = 0 2(1.5%) 5(2.9%) 7(2.3%)
FE o] ANFA 0 0 0 0
o}m| whepuk NA 0 0 0
F} = R Zale] 0 0 0 0
Ao =& 4 = 0 0 0 0
geF ek 0 0 0 0
o}u]ule} gt NA 0 0 0
= Zale] 0 0 0 0
A EdA= 0 0 0 0
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Table 4: Summary of Demographics and Baseline Characteristics; Full Analysis Set (Study
TAIS4I9ITNSCI00T)
Amivantamab +
Lazertinib Osimertmib Lazertinib Total
Analysie sat Full ER] 429 216 1074
Apge years
N 429 pat} 1074
Mean (SD) 627 (10.63) 61"(]&\ } 613 (luﬁﬂl 62 !Hlﬂi
Median 640 hem am
Bange (25, 88) Q E SS) [3I 8 ) ("5 SB) N 419 429 216 1074
Mean (SD) 161.3(8.73) 162 l 395) 163.1 (9.48) 162.0 (3.0

65 235 (54.8%) 237 (55.2%) 119 (55.1%) 501 (55.0%) Median 160.0 16240 162.0 1615
=55 194 {45.2%) 192 (44 8%) 97 (449%) 483 (43.0%) Range (140; 159) (141:190) (138 191) (138;192)

75 3178 (83.1%) 376 (87.6%) 198 (9L7%) 951 (38.6%) Bu& mass index kg/m®

=75 1(119%) 53 (124%) 18(83%) 122 (11.4%) 49 o 216 1074
\-Iau(SIJw 24,65 (4.265) 2415 (4.047) 46 \398’} 2426 (4.135

Sex Median 2409 23 66 1369
N 429 428 216 1074 Range (14.2:395) (15.6;429) 16 ’\EM (142429

Female 75 (84.1%) 251 (58.5%) 136 (63.0%) 662 (61 6%)
Male 134 35.9%) 178 (41.5%) 80 (37.0%) 412 (32 4%) Anuvantamab -
Lazertmib Osimertimb Lazertimb Total
Bace . Baseline ECOG xcore
N 429 1074 N 429 29 216 1074
;\fﬂcmlﬂﬂmﬂa’(;\hm Nanve w':[f[!ﬁg';g ; !451 ’ig ) 2 7 0 141 328%) 14934 7) 76 (35.2%) 366 (34.1%)
El;ﬁﬁ. P— ';“\r[;_’“,l, 119 ] 288 (67.1%) 280 (65.3%) 140 (54 8° 708 (65.9%)
Nanve Hawanan or other Pacific Hisiory of iinoline
e s S
Mult oal! e :.‘__‘\.. n‘-_ol
sl 1o o DA
Efiuilcity T e Coopesive Onoology Giop_ e
N .12‘9 216 * Bazed on unestigator reported data recorded on «CRF page
Hispame or Lating 56 (13.1%) 24 {11L1%) Note: N's for each parameter reflect non-pussing values.
Not Hispanic or Latino 371 (86.5%) 190 (88.0%) Modified from Amchment TSIDEMOL st
Usiknown. 0 1(0.5%) €L aesenedmaserssmertont e
Not Reported 2(05%) 1(0.5%)
Weight, ke
N 429 429 16 1074
Meax (SD) #401343) G38(1344 §3.1(1320) 638(1339)
Median 52 5 624 605 2
Range d‘ 118y (33 109) (41, 118) (32, 118)
80kg 376 (87.6%) 368 (85.8%) 197 (91 2%) 941 (87.6%)
=50 ke ‘:(134'-] 61 (14 1988%) 133 (12.4%)
Q) A% 54
EGFR =dwol SFHolA =, @A A Aol 7|td o) 6467(60.1%)°] exon 19 ZA<E NSCLC
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TYHEAS WA AR 7192 L4130 91 0.16~ 207.87)01 2 Hold A e Al o= R
=0 o o
AR Fdake 1.24871 (R 9l: 0.13 ~ 24.08)°] A T
Table 5: Summary of Baseline Disease Characteristics; Full Analysis Set (Study 73841937N5C3003)
Amivantamab =
Lazertimb Oumernmb Lazertinb Total
Analysis set Full ERE] im 216 1074
History of brain metastasis * Histology grade af screeming

N 429 429 218 1074 N - : 139 429 216 1074
Present 178 (41.5%) 172 (40.1%) 86 (39.8%) 436 (20.6%) Poorly differsntisted 59(138%) 66 (15.4%) 66T 161 (15.0%)
Absent 251 (38.5%) 257 (59.9%) 130 (60.2%) €38 (59.4%) Moderately differentiated 8620 0%) 112585 10 (18.5%) )

z Well differentiated 46 (10.7%) 49 (11.4%) 19 (8.8%)
lﬁf}m Type . . e L7 Other 18042%) 11 Q2.6%) 13 (6.0%) 23,

: 2 21 4 Not Report 51.3%) 2 (44 8% (50.0% 520 (48.4%)
Exon [9del 28.601%) 57 (39.9%) 131 (60.6%) 646 (60.1%) = o 0L Ida 0 o) 320 ARy
Exon 21 L838R 172 (40.1%) 172(40.1%) 85 (38.4%) 420 (39.8%) Chlr st at icreeni

iial disgnons NSCLC subtype N s i *;

N 429 429 216 1074 e - - i

Adenocarcinomsa 417 (972%) 415 (96.7%) 212 (98.1%) 1044 (972%) me 3 0%

Large cell careinoma 307%) 0 0 VA 131 (30,5 E\E"D 6?

Squamens cell carcinoma 6(1.4%) (1.2 2(09%) TVE 383 ;666‘” Jﬁl?ﬁj 6:}1

Other 2(05%) 902 1%) 200%) 3012%) ! ’ " 146 (070%

Not Reported 10.2%) 0 100.1%) W et e i g
-hwl ade at minal d diagnosis (months) ©

L e e 9 216 107 N 429 29 216 1074

Paerh differenhated 61 (14.2%) 32(14.8%) 154 (143%)

Moderately differentiated 90 (21.0%) 42(19.4%)

Well differenstated Ja 10.7%) 19(3.8%)

Other 33%) 1102.6%) 1165.1%) 36 (3.4%

Not Reported *13|‘os ) 199 {46.4%) 112 (51.8%) 520 (493%) Table 5  Summary of Baseline Disease Characteristics; Full Analysis Set (Study 73841937NSC2003)
Cancet g at intfial diagnosty = Osimertinib Lazestins Total

-“w oilf, s 1074 Mean (SD) T785 (148980) 4614 (15.0386) 5004 (01.1585) 4765 (16.7300)
o S ae e 5 Medun 151 1413 1347 1413
A 2 bt Range (0.16; 20787 (026 16279) 023; 197.26) (0.16;207.87)
gﬁ g Time since metastatic disease

T Sty diasnosis (months) ©

e (135 S e 41 a4 26 1061
x e e Bt Meaz (SD) 1.669 (1.8189) 1491 1IBB4| 1443 (1.1136) 1552 rim\
VA 150 (35.0%) 81 (37.5%) 3T7351%) iy 1314 1166
e BEGS0A 10608 SGATR Range (0162408 w13 uw ©20,9.17) s -lus\

3 A Eey. NSCLC = non-amall cell iz cancer
Lc@uauofme!utams at screeung * Basad ot tvessigator rapotted data reccedad oo oCRE page

N 421 424 26 lﬂﬁl * Sylects can be coumted m more than one cxtezory
Bone 06 (43 %) 130 (425%) 90 (41.7%) Ralative to the date of
Liver (15 72(17.0%) 37 (148%) TreidemDda rt3] - 7354193 7/ 3003 dbe_corl ve_corl tademiia =] 25SEP2003, 16:48
Bram 172 406%) 86 (39.8° y
Lymph Node 289 (682 144 (66,7
Adrennl Gland 45 (10.6%) 1935
Lung 80 (66.0%) 135 (62 w..

16(3.8%) 8.7
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Table 6: Summary of Progression-free Survival — Primary Analysis - Seradfied Analysis - BICR; Full

Analysis Set (Srudy T384193TNSC1003)

Amivantamab <
Lazertimb Osimertimb Lazertimb

Analysis set- Full 429 429 216
Event 192 (44 8%) 252 (38.7%) 121 (56.0%)
Censored 237 (55.2%) 177 (41.3%) 95 (44.0%)
Time to event (months)

25th percentile (95% CI) 11.07 (936, 12.91) 9.3 (7.49, 10.94) 923 (7.43, 11.10)

Median (95% CI) 23,72 (19.12, 27.66) 16.59 (14.78, 18.46) 18.46 (14.73, 20.11)

75th percentile (95% CT) NE (NE, NE) NE (27 30, NE) NE (24.03, NE)

Range 0.0+, 32.34) (0.0+, 32.0+) (0.0+, 303}
f-month event-fres rate (§5% (1) 0.87 (083, 0.90) 0.85 (0.81. 0.88) 0.85 (0.79, 0.8)
12-month event-free rate (95% CI) 0.73 (0.69, 077 0.65 (0.60, 0.69) 0,67 (0.60, 0.73)
1&-month event-free rate (95% CT) 0.60 (0.55, 0.64) 048 (0.43.0.53) 0.52 (044 0358)
24-momb event-free rate (95% CT) 048 (042 054) 034 (028, 039) 035037 042
Amivantamab + Lazertinib vz Osimertinib

p-value? 0.0002

Hazard ratio (95% CT® 0.70 (0.38, 0.85)
Anuvantamab + Lazertuub vs Lazertunb

p-value? 0.0046

Bazard ratio (95% CI** 0.72 (0.57.0.80)

Kay. = = censcwed cbserancs, NE = not examable
* p-value 15 from a log-rank test stratified by mutation type (Exon | 9del or Exon 21 LE3ER), race (Asan or Noo-Asan). and hestory of bram

Figure 5:  Kaplan-Meier Plot of Progression-free Survival for Amivantamab + Lazertinib vs Osimertinib - BICR: Full Analysis Set (Study

73841937TNSC3003)
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Figure 6:  Kaplan-Meier Plot of Progression-free Survival for Amivantamab = Lazertinib vs Lazertinib - BICR; Full Analysis Set (Study
7384193TNSC003)
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Months from Date of Randemization
Subjects at risk
AsL 429 ) 357 xR 2 244 194 108 80 33 8 o
Laz 218 200 174 157 134 103 83 41 19 & 2 o
—a—— At --eee-e- Laz
Median
{months) Events/N
HR [55% CI) A+l asi A+L osi
Al subjects | 0.70 (0.58, 0.85) 23.72 1659 1920429 252/429
Age, years
<65 e 0.50 (0.39, 0.65) NE 1475 941235 153237
==65 [ 1.06 {0.80, 1.41) 18.12 20,14 aansd 99092
=73 (al 0.70 (057, 0.85) 2405 16.62 16%378  220/376
==75 —a——] 0.77 (0.46, 1.30) 2030 1590 27i51 Is3
Sex
Female = 0.70 (0.55, 0.90) 27.50 18.30 112/275  140/251
Male o] 0741055 0981 1853 14.7% 807154 1127178
Race *
Asian e 0.67 (052 0.86) 27.50 1830 105250 144/251
non-Asian - 0.7510.56, 0.99) 19.12 1521 85177 1081177
Weight. kg
=20 [ 0.70 (0.57, 0.86) 24,05 18,320 161/316  200/368
==80 e 0.77(0.48, 1.22) 1659 14.69 31453 a3e1
Mitation Type
Exon 18de| | 0.65 (051, 0.85) NE 1346 1017257 142257
Exon 21 LESER (- 0.78 1059, 1L02) 1B.40 1475 904171 119/172
ECOG
performance status
o |-t 0.79 [0.56, 1.12) NE  20.30 56/141 76/149
1 | 0.66 1052, 0.82) 2211 1521 1360288 1761280
History of Smoking
Mo e DAETI053 0A4) 2576 1662 125299 173295
Yes | 0.78 (0.56, L.OB) 20.30 16.36 G730 79/134
History of Brain
Metastasis «
M e 0.69 (0.53,0.89) 2750 19.94 98/251 1415257
Yes [ 0.69 (0,53, 0.92) 18:33 13.04 94178 111172
T T

0.1

-

10

~Favors A+1 Favors Osl—
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Median

{months} EventsN
HR {95% CI) Al Laz Al Laz

Al subjects 0.72{0.57, 0.90) 2372 1846  192/429 1211216
Age, years

<83 0.6 {0.44. 0.82) NE 18.50 94/235 67/119

1] 0.89 {064, 1.24) 1912 1823 38/194 5497

=75 0.70 {055, 0.89) 2405 1843 165378 113/198

=75 091041, 2010 20030 18546 27451 ars
Sex

Female 0794058, 1.o6) 2750 20001 1127275 GA136

Male D.63{0.45,0.89) 1853 1294 BO/54 53/80
Race =

Aslan 0.65{0.48, 0.88) 2750 1843 105250 721328

nan-Asian 080 {057, 1.14) 1912 1846 B5A77 A9/87
Wesght, kg

=B0 0.7110.55,0.90) 2405 18.50 161376 107/197

=80

0774041, 1.44) 1659 12.9% EN 14/19
Mutation Type *

Exon 19de| 063 {0.47.08% NE 1856 101257 73131
Exon 21 LESER 0.86{0.61, 1.23) 1840 1643 80171 48/ES
ECOG

performance status

0 066 {0.44. 0.99) NE 13.86 56/141 A21T6

1 0751057, 0.99) 2211 1656 1367288 797140

Histary of Smaking

ho 068{052,081) 2576 1823 125299 797143
e 0.80{0.55, 1.18) 2030 1346 E7/130 a4H73
Histary of Brain

Metastasis *

g1 pf o3t gl }I 7t 3 IEII 3

L 069050, 0.94) 2750 18.56 GB/251 671130
Yes . o 0.75(0.54, 1.05) 1833 1643 94178 5486
U'L 1 ;l.‘l
«Favors A+L Favors Laz—
(2 05
0S &3t 42 PFS &4 AJdo AlPEAT 1 A7) ofg] AAIF] dti(Table 7; Figure 9). CCO9ll

4
obulHterTt + o)A EIGT I LAHEIGT S FeiA #EE 21419 AP AHdE JEA A, OS F3b
Mo d=  Fo4F  0.0060(Lan-DeMets 27 Eull&(alpha spending) wWHeol <ols] AlgH
O’ Brien-Fleming 7 ADoll Al ¥ 7}= At}

CCO¥ QI 2023 8¢ 11¥ A, =44k 22017129 FAFAZ o]%, olu|utel}t + o] AHE oA
97 (22.6%)% LAHEI Gl A 117H(27.3%)°] AFgstAtHTable 7). &3t OS &4 ZA¥, ofw|dtepqt +
dolAMEdTelA  AHE G HE  AEe] JdEHe AETd FAE Holes o=
= WhHR=0.80 [95% CIL. 0.61, 1.05], p=0.1099). 12-, 18- 2 24-7§¥ FAA H &L olv|WHEIR: +
ol Aeld ol 2+ 90%, 82% L 74%¥9 1 SAHEIGZAM Z+z 88%. 79% =L 69%%th.
ol wrelg} + ol HEIY T LAHE Y-S vl wE Kaplan-Meier &3] Figure 99 A A Eo] ¢t
CCO¥Y 2l 20238 8¢ 11¥ AJAol, ZAgk 22011 €2 FAHZ o5 olu|dtelyt + o] A El'gd ol A
978 (22.6%) #olAEIF Tl A 567 (25.9%)°] At thTable 7). F3F OS &4 A}, ofn|wreyt +

R
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ol B g ol dolAE T vls) BEo] MAEHE FAE EATHHR=0.82 [95% CI: 0.59, 1.14],
& p=0.2343).

Table 7: Summary of Overall Survival — Stradfied Analysis: Full Analysis Set (Study 7384193TNSC3003)

Amavantamab -
Lazertigh O=imertimb Lazertnib

Analysis set- Full 429 429 216
Event 97 (22 %) 117 (27 3%) 56 (25 9%)
Censored 332 (77.4%) 312 (72.7%) 160 (74.1%)
Time to event {months)

25th percentile (95% CI) 2162 (21.03, NE) 20,30 (18.00. 23 59) 20.30(14.92, NE)

Median (95% CT) NE (NE, NE) NE (NE, NE) NE (NE, NE)

T5th percentile (03% CT) NE (NE, NE) NE (NE. NE) NE (NE. NE)

Pange (0.0+ 323+) (0.3,32.7+) 0.0+ 32.19)
S-month event-free rate (93% CT) 0.93 (0,90, 0.95) 096 (093,097) 0950091,097)
1 2-month event-free rate (93% CT) 0.90 (0.86.092) 0.88 (0.85, 0.91) 086 (081, 0.90)
18-month event-free rate (95% CT) 0.82 (0.78. 0.85) 0.79 (0.7, 0.83) 0.78 (0.71, 0.83)
2d-month event.free rate (95% CT) 0.74 (069,078 0.69 (0.64,0.74) 0.71 (0.64, 0.78)
Anuvantamab + Lazertimb vs Osimertimb

p-value® 0.109%

Hazard ratio (95% CTp® 0.80 (0.61. 1.05)
Amuvantamab + Lazertmub vs Lazertuunb

p-value* 0.2343

Hazard ratio (95% CIp*¢ 0.82 (0.59, 1.14)

Figure 9: Kaplan-Meier Plot of Overall Survival for Amivantamab + Lazertinib vs Osimertinib; Full
Analysis Set (Smdy 73841937TNSC3003)
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BICR 7tell 7Iwked w, obn|Wrebsh + olAEdT gt 4 & 421793 AHEd T WA
4299 & 41490l dlojzl Al 4 s AWE 7}xu A mWEAM ORR - E4
EFHUtHTable  8). ORRE  ofm|utetgh  +  elo]AEldTollA  86.2%421% F  363%)elxL
A EE oA 84.5%(4147 T 350W)RAem, ol wek AEE e=w¥le= 115 (95% CL 0.78, 1.70;
BE p=04710% . CR vl&o] ofwerk + O] AEHZ(6.9%) 1M LAHEIGTG.6%) Blsl 374
o = #FFHATE Mol F5F wh

ORR2 ofwubels} + #lo]AEld el Al 86.2%(421% & 363W)olx dolAEdrolA 82.7%214W =
177%8)R 0w, oo w} AEE e=uE 1.3195% Cl: 0.83, 2.06; 85 p=0.2409; [Table 8Do]Ath.
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Table 8: Summary of Objective Response Rate Based on RECIST v1.1 Criteria in Subjects With
Measurable Disease at Baseline - BICR; Full Analysis Set (Smdy T384193TNSC3003)

Amivantamab +
Lazertimb Osimertib Lazertiub
Analysis set Full 49 420 216
Number of subjects with measurable disease ar
baselne 421 414 24
Objectrve response rate (CR. + PR} 363 (36 1%) 350 (34.5%) 177 (82.7%)
93%C1 (82.6% 89.4%) (B0 7, B70%) (7700, 875%)
Amyvantamab + Lazerting vs Ommertub
p-value 04714
Ddds mtio (95% CIp* 1.15(0.78, 1.70}
Amyvantamab + Lazertmb vs Lazertuub
pvalne? 02409
Odds mtio (95% CT* 1.31 {0.83, 2.06)
Best Qverall Response
Complete Response (CR) 29(6.9%) 153.6%) 9{4.2%)
Partial Response (FR) 3IU(T9.3%) 335(80.9%) 168 (78.5%)
Stable Disease (SD) 30(7.1%) 42(10.1%) 23(10.7%)
Progressive Disease (PD) 7(1.7%) 1 Q27%) 9(4.2%)
Not Evaluable (NE) 21 (5.0%) 11 2.7%) 30.3%)
(4) DOR
BICR #7tell 7Ivter wff, ofm|ulets; + #HolAE|HTolA A whEa 336 F 1278(37.8%)°l

CCOEE 7IFor HAHWol
3149 =,

1637 (51.9%)°] CCO¥ & 7IEo = ZHWol

AYSFAY Adsany o9t vlwd, LAWEYFAAE A" Hext
A&YstAY Agstgith(Table 9). ofw|wkelR +

ol AEl Gl A2 DOR SU325.7670E [ 95% CI: 20.14, NEDS <2 AIHEY(16.767] €[95% CI:
14.75, 18.53D) Rt AAEUTH. =12 MY, =187¥ L >247019 2] DORE o}uutelgt + @ o)A E YT
oAkl 2k 2k 67.9%, 34.2%, 2 10.1%04 #EE A3, ol9h vlwd] LAHEIGFAAE dldAte] zhzt
57.6%, 27.4% 2 6.7%° sN@stGT}.

BICR 7Fell ©]g g% REgAto) A, DOR FLate olnubetst + #Ho]AEld+ (25.7671€[ 95% CL
20.14, NEDell A #l o] A E]'d #(16.5670 9[95% Cl: 14.75, 20.211e]l H3} 7= $THTable 9). CCO Al Ao,

Hgol  ods]  A&EH e WA HEE otmute + # o] A B dTH(62.2%) ol A
# o] A El'd 7 (48.1%)°l w3l o F3koh
Table 9: Summary of Duration of Response in Confirmed Responders With Measurable Disease af
Baseline - BICR: Full Analvsis Set (Stndy 735841937X5C3003)
Amivantamab + Lazertinib Claimertinb Lazertoub
Analysis set: Full 429 429 216
Number of subjects with measurable
disease at baseline 421 414 X4
Counfirmed Responders (Confirmed
CR + Confirmed FR) 336 ild 160
Event 127 (37.8%) 163 (51.9%) 83 (51.9%)
Censored 209 (62.2%) 151 (48.1%) 7T (48.1%)

Tume to event (months)®
X5th percennle (93% CI)

12.68 (11.04, 13.73)

9.36 (9.13, 10.25)

0.23 (7.39, 11.10)

Median (95% CT) 25.76 (20.14. NE) 16.76 (14.75. 18.53) 16.56 (14.75. 20.21)
75th percentile (95% CT) NE (NE. NE) NE (NE. NE) NE (21.95. NE)
Range {14,285+ {1.8+, 28.74) (1.9+, 28.6+)

Duration of response ~=6 montha

200 (86.3%)

267 (85.0%)

132 (82 5%)

Duration of response >=12 months 228 (67.9%) 181 (57.6%) 94 (58.8%)
Duration of response »=18 months 115 (34.2%) 86 (27 4%) 40 (25.0%)
Dhusation of response »=24 menths 34 (10.1%) 21 (6.7%) 5(3.1%)
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Figure 10: Kaplan-Meier Plot of Duration of Response in Confirmed Responders With Measurahble
Disease at Baseline for Amivantamab + Lazertinib vz Osimertinib — BICR; Full Analysis Set
{Study 73841937N5C2003)
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Felgt 107499 gt

S, 42990] ofmutelRt + HolAEE Tl F2he A EAN, 42990l AIHEIET, 21690
dolAedTel F29 wAHEAS. FEAS wAEe B2 A T 1292 Ad FoE A
it Rl + #HolAEH oA 8%, AMEIFTANA 1H, HolAEETAA 3W). F

106278 (o} P HEEFSE + o] A B ol A 42178,
FoE 18] o4 Fojdaint.

SAHEIE Tl A 4287,

gl A Eld ol A 213%)o] A4

CCO AJA(2023@ 84 11¥)oll, otmwtets; + #HolAEl oA 313%(73.0%), A AHEFT oA
29778(69.2%), B OlAMEIFTolA  149%(69.0%)°] AP FHAE AKs AT & HAA AN F
2619(24.3%)0] Y FolE SEHYT, 4WE0HES AP FHth
Tahle 3: Treatment Disposition: Safety Analvsis Set (Study T3841937N5C3003)
Amuvantamab =
Lazertinib Qsimertinib Lazertiib Total
Analysis set: Safety a1 428 213 1062
Subjects cogoing any study agent 230 (54.6%) 213 (49.8%) 106 (49.8%) 549 (51.7%)
Duscontinued all study agents 191 (45 4%) 215 (50 2%) 107 (50.2%) 513 (48.3%)
Reascn for discontinuation of last smdy agent
Progressive disease 86 (20.4%) 154 (36.0%) T2 (33.8%) 312 (29.4%)
Adverse event 86 (20.4%) 50(11.7%) 29 (13.6%) 165 (15.5%)
Adverse event — COVID-19 related 2 {0.5%) 3 {0.79%) L] 5 (0.5%)
Subject refused further stody treatment 14 (3.3%) 10 {2.3%) 4(1.9%) 28 (2.6%)
Physician decision 2 (D.5%) 1(0.2%) 0 3 (0.3%)
Non-compliance with smdy dmg 1(0.2%) Q 1 (0.5%) 2 (0.2%%)
Lost to follow-up 1.{0.2%:) L] 0 1 (0.1%a)
Other 1 (D.2%) ] 1{0.5%) 2 (0.2%)

Note: Adverse events that are considered COVID-19 related (assoctated) are based on events that code to a COVID-19 MedDEA term and
events that are identified via the COVID-1 9 Case of AEs form
Note: Safery analysis sel is included in the SCE 1o charactenze reatiment dispostion among panicipants who received study therapy

[tsidsOd rif] [janj-7384193 T/msc 3003 'dbe_csrlre_csrlitsids0d sas] J55EP2023, 1846

o tERR; + o HEIG Tl Fof 7|3t

0.2

Fohghe 185070 Lokl wrergte] 7

3L4DolAnt. T

S 15.2470€ [

7)7be]

Fde

0.0~

31.3],

gl o] A el d 9

A9 185070 €

(8

ol A el dTellA 17.05 ALCHS: 04 ~ 32.DeIA
opmltEbvt-e  Fowkgtal, o7&

SAHEF A 18.00 /MLCHES: 0.2~32.7),
Saslild=pciy dolAEde tdAES T 16.057]9
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MARIPOSAol A= ofmlRterRt+e o] A Eld Folxo] LAMEY Fojzol Hls] &RFEFH068.4% o
28.3%), Ux(61.8% o 30.6%), A=FYF FAFA29.0% o 12.9%), THH29.0% o 21.0%) LB E°] T
=9k BAH29.2% ™ 44.4%) YA E°] © T

MARIPOSA A ofw|FEF R+ o] A Eld T2 AHEY Fofel Hs] ALFREFU85%
6.1%)% Tz F5(356% th 56% TAEC] H =4t LAMEIES MET 4= tigt x4 &40
7] W&ol ol e AR

Q) oY 5=

3w ool TEAE TAEL2 77 ofrutett+e ol A Fo oM 75.1%, LAHEY Fo oA
42.8% (e, otvgtEb+E oA Bl FoTelA 35H ool TEAE BAEC © =2 AL F=E
ofmHtegt o] & EGFR A 4(5F, 23, ETEF9D 23 Aotk

SAE= ofmRtebg+e o] A Bl Fol o] 48.7%9F LAIMEY T 33.4%1A HiEHA. s
=5%%1  FWid TEAE PT(l= FoqFoAS)E HAMHFo|AtHotrRtett+do]lAEd:  6.2%,
SAHEY: 2.3%).

Table 26: Number of Subjects with Toxicity Grade 3 or Higher Treatment-emergent Adverse Events
with Frequency of at Least 3% in Any Treatment Group by System Organ Class, Preferred
Term: Safety Analysis Set (Study 73841937NSC3003)

Amivantamab +

Lazertimib Osimertinib Lazertinib
Analysis set: Safety 421 428 213
Subjects with 1 or more toxicity grade 3 or
higher AEs 316 (75.1%) 183 (42.8%) 97 (45.5%)
System organ class
Preferred term
Skin and subcutaneous tissue disorders 121 (28.7%) 7 (1.6%) 6 (2.8%)
Rash 65 (15.4%) 3(0.7%) 4(1.9%)
Dermatitis acneiform 35(8.3%) 0 0
Infections and infestations 106 (25.2%) 38(8.9%) 21(9.9%)
Paronychia 46 (10.9%) 2 (0.5%) 2 (0.9%)
Pneumonia 16 (3.8%) 20 (4.7%) 6(2.8%)
Respiratory, thoracic and mediastmal
disorders 63 (15.0%) 46 (10.7%) 15 (7.0%)
Pulmonary embolism 35(8.3%) 10 (2.3%) 8 (3.8%)
Dyspnoea 6(1.4%) 17 (4.0%) 1(0.5%)
Pleural effusion 6 (1.4%) 15 (3.5%) 2 (0.9%)
Metabolism and nutrition disorders 58 (13.8%) 24 (5.6%) 14 (6.6%)
Hypoalbummaemia 22 (5.2%) 0 0
Hypokalaemia 13 (3_1%} 3 (0.7%) 5(2.3%)
Investigations 50 (11.9%) 35(8.2%) 18 (8.5%)
Alanine ammnotransferase increased 21(5.0%) 8(1.9%) 6 (2.8%)
Aspartate anunotransferase increased 14 (3.3%) 5(1.2%) 3(1.4%)
Injury, potsonmng and procedural
complications 45 (10.7%) 6(1.4%) 1 (0.5%)
Infusion related reaction 27 (6.4%) 0 0
Blood and lymphatic system disorders 29 (6.9%) 23 (5.4%) 9 (4.2%)
Anaemia 16 (3.8%) 7 (1.6%) 3(1.4%)

Key: AE = adverse event
Note: Subjects are counted only once for any given event, regardless of the number of times they actually experienced the
event. Adverse events are coded using MedDRA Version 25.0.

Note: The event experienced by the subject with the worst toxicity is used.
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MARIPOSAGI A Ab%S  %ej3+ TEAE(®E 100 A9 PD7F v o4 g iz v

olr|RiEl+H Ol Bl Y FA T SAHEY FoAT THel Y= oh3E49, 8.1% ol 319, 7.2%). AME-ES
Z)3 TEAEC] thar A& o8tz AE A N2 AA EAZS AAEE %Xé HE e PTE

AHE A2 TEAE: AMYe =#3 TEAE 3, oluiteli+dlolAEld FoFolA 34d F
47(1.0%)3 LAHEY FEooA 3148 T 2740.5%)2 Ag X5t #Ho] e Aoz Hrie Ak
ofm| REeF+H| o] A Bl '] T ol A, offo] Ao 9,1% g A5 HHE AL FH 47}1]
2 TEAEE= D Al A4, 2) #4459 23 3) 34 A 2 4) H& < (pneumonitis)o] Atk =
Arglell A, X7 A1 TEAEE ofw|dtetita oA ey & 9} #Ho] e ALE FHIUH

6) &F 7S 23 o) dAte

ANY A7 F HL s 8% 39S Y3 TEAEE 95 H(QAIMEY: 5.4%; #olAEld: 16.5%;
ofr|WFERRE: 10.3%)o Blal ol niebRtH HolAEd W& 2 H(MARIPOSA: 59.1%; E& X &RF2[H AL
44.6%)N A o =& HIEZ ST

MARIPOSA®| A= AIHEY Fojtol] HI3) ofm|utelgt+d o] AEld FofFoll A $3(20.0% o 0.5%),
SR EFHE19.0% W 0.2%) F A=EF FARH0.0% O w2 A%t &F g WAEC 4o
E3ket), ol& otvwtelE Y HolAEEY] W8 Fo& 1% EGFRY ¢ & JAE vEd 5 Ut

Table 31: Number of Subjects with Treatment-emergent Adverse Events Leading to Dose Reduction of
Any Study Agent with Frequency of at Least 1% in Any Treatment Group by System Organ
Class and Preferred Term: Safety Analysis Set (Study 73841937NSC3003)

Amivantamab + Lazertinib Osimertinib Lazertinib
Reduce Reduce Reduce Reduce
Reduce Any  Anuvantamab  Lazertinib Osimertinib Lazertimb
Analysis set: Safety 421 421 421 428 213
Subjects with 1 or more AEs leading to dose
reduction of any study agent 249 (59.1%) 193 (458%) 176 (41.8%) 23 (5.4%) 27 (12.7%)
System organ class
Preferred term
Skin and subcutaneous tissue disorders 144 (34.2%) 105 (24.9%) 85 (20.2%) 2(0.5%) 5(2.3%)
Rash 84 (20.0%) 62 (14.7%) 42 (10.0%) 2 (0.5%) 3 (1.4%)
Dermatitis acneiform 338 (9.0%) 26 (6.2%) 27 (6.4%) 0 0
Rash maculo-papular 6 (1.4%) 4(1.0%) 4(1.0%) 4] 0
Skin lesion 5(1.2%) 5(1.2%) 1(0.2%) 0 0
Infections and mfestations 90 (21.4%) 66 (15.7%) 53 (12.6%) 2 (0.5%) 0
Paronyclua 80 (19.0%) 59 (14.0%) 48 (11.4%) 1(0.2%) 0
Folliculitis 6 (1.4%) 3(0.7%) 5 (1.2%) 1] 0
Rash pustular 5(1.2%) 2 (0.5%) 4(1.0%) 0 0
Gastrointestinal disorders 26 (6.2%) 16 (3.8%) 14 (3.3%) 4(0.9%) 4(1.9%)
Stomatitis 5(1.2%) 3 (0.7%) 3 (0.7%) 0 1 (0.5%)
Nervous system disorders 25(5.9%) 8 (1.9%) 22(5.2%) 0 15 (7.0%)
Paraesthesia 8 (1.9%) 2 (0.5%) 7 (1.7%) 0 0
Neuropathy peripheral 5(1.2%) 3(0.7%) 4(1.0%) 0 6 (2.8%)
Pernipheral sensory neuropathy 5(1.2%) 1(0.2%) 4(1.0%) 0 4(1.9%)
General disorders and adnunistration site
conditions 20 (4.8%) 17 (4.0%) 6 (1.4%) 1(0.2%) 2 (0.9%)
Oedema peripheral 7 (1.7%) 5 (1.2%) 3 (0.7%) 0 0
Mucosal mflammation 5(1.2%) 5(1.2%) 2 (0.5%) 0 0
Metabolism and nutrition disorders 17 (4.0%) 16 (3.8%) 2 (0.5%) 4(0.9%) 2(0.9%)
Hypoalbuminaemia 11 (2.6%) 11 (2.6%) 1(0.2%) 0 1(0.5%)
I[nvestigations 12 (2.9%) 8(1.9%) 7(1.7%) 6(1.4%5) 2(0.9%)
Alanine aminotransferase increased 8 (1.9%) 5(1.2%) 5(1.2%) 0 1 (0.5%)
Aspartate anunotransferase increased 5(1.2%) 4 (1.0%) 1(0.2%) 0 1 (0.5%)

Key: AE = adverse event
Note: Subjects are counted only once for any given event, regardless of the number of times they actually expertenced the
event. Adverse events are coded using MedDRA Version 25.0.
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A FAA A5EY = vF] bvlE2Es 4 FAA e

FEstA asfor gttt ofwutElH+E| o] A Bl F EL ko] 21.4%9F 2AIHE] Foid th/dAke
2.1%7F o]zl Al TR FAA o amie] Abge R AGAIA AN Lo LA ELY]
Aol FAA Ae RS A He 1y Uﬂ Hud F4A AEES AFHAUS 7HeAel

H

=
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Table 36:  Overall Summary of Treatment-emergent Adverse Events of Rash: Safety Analysis Set (Study

TIB4103TNSC3003)
Amivantamab +
Lazeriimb Osimertimb Lazertinib
Amnalysis set: Safety 421 428 213
Subjects with 1 or more;
Rash AEs 373 (BB.6%) 210(49.1%) 145 (68.1%)
Related Rash AEs* 372 (88.4%) 195 (45.6%) 136 (63.8%)
Related to Amivantamab 355 (B4.3%) - -
Related to Lazertinib 352 (83.6%) - 136 (63 &%)
Felated to Osimertinib - 195 {45.6%) -
Grade -==3 Rash AEs 114027.1%) 4 (0.9%) 5(2.3%)
Felated grade ==3 Rash AEs® 113 (26 8%) 4 (0.9%) 5(2.3%)
Maximum toxicity grade
Grade 1 81 (19.2%) 160 (37.4%) o4 (44.1%)
Grade 2 178 (42.3%) 46 (10.7%) 46 (21.6%)
Grade 3 114 (27.1%) 4 (0.9%) 5(2.3%)
Grade 4 0 0 0
Grade 5 0 0 0
Fash AEs leading to death ® 0 0 0
Serious Rash AEs 13 {3.1%) 0 ]
Belated serious Fash AEs® 13 (3.1%) 0 0
Felated to Amivantamab 13 (3.1%) . -
Felated to Lazertinib 12 {2.9%%) - 0
Pelated to Osmmertinib - 0 -
Rash AEs leading to discontinuation of any study
agent 24 (5.7% 0 Q
Discontinuation of Amivantamab 23 (53.3%) . e
Discontinuation of Lazertinib 6 (1.4%) i}
Discontinuation of Osimertinib = 0 -
Rash AEs leading to dose reduction of any stmdy
agent 140 (33.3%) 2(0.5%) 34
Diose reduction of Amivantamab 101 (24.0%) & -
Daose reduction of Larzertinib 84 (20.0%) - 3 (1.4%)
Doze reduction of Osmmertinib = 2 (0.5%%) -
Rash AEs leading to mmterruption of any study agent © 179 (42.5%) 8(1.9%) 13 {6.1%)
Interruption of Amivantamab 163 (38.7%) 5 =
Interruption of Lazertimb 134 (31.8%) e 13 (6.1%)
Interruption of Osimertinib - 8({1.9%) -
COVID-19 associated Rash AFs 4 0 0 ]
COVID-19 associated serious Fash AFs 4 0 0 Q
COVID-19 associated Fash AEs leading to death ¢ 0 0 0

Eey: AE = adverse event

3 An AFE 13 assessed by the mvestigator as related to study agent.

® AEs leading to death are based on AE outcome of Fatal.

¢ Excludes infusion related reactions.

4 COVID-19 associated AEs are based on events that code to a COVID-19 MedDEA term and events that are identified via the
COVID-19 Case of AEs form.

@ RR

o ke s+ o) HEl Y Fodw tldAbe] 62.9%01A IRRol HaE itk ofmutelyt w@E Qe A4,
el 67.4%004 IRRe] B 1% THRYBREVANT SmPC 2023). A @A A Ao weh, 3 HAA
rZo W& RR 3 F% RRY @S Hasstr] S8 e otvieRt 4 Aol dAA GES
Eosof gt MAA FEele ZEEIAHZO|=(CID1 ¥ CID2), A 2 3| 2eAs}
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Table 35: Overall Summary of Treatment-emergent Adverse Events of Infusion Related Reactions:
Safety Analysis Set (Study 73841937NSC3003)

Amivantamab +
Lazertuub Osimertimb Lazertimb
Analysis set: Safety 421 428 213
Subjects with 1 or more:
IRR AEs 265 (62.9%) 0 0
Related IRR AEs? 265 (62.9%) 0
Related to Amivantamab 265 (62 9%) - -
Related to Lazertimb 6 (1.4%) i 0
Related to Osimertinib = 0 -
Grade >=3 IRR AEs 27 (6.4%) 0 0
Related grade >=3 IRR. AFEs* 27 (6.4%) ] 0
Maxinmun toxicity grade
Grade 1 111 (26.4%) i} 0
Grade 2 127 (30.2%) 0 0
Grade 3 23 (5.5%) 0 0
Grade 4 4(1.0%) 0 0
Grade 5 0 0 0
IRR. AEs leading to death ® 0 0 0
Serious [RR AEs 9{2.1%) 0 0
Related serious IRR. AEs ® 9(2.1%) 0 0
ERelated to Annvantamab 9(2.1%) - -
Related to Lazertinib 0 = 0
Related to Osimertinib ot 0 —
IRR AEs leading to discontinuation of any study agent 19 (4.5%) 0 0
Discontmuation of Anuvantamab 19 (4.5%) i =
Discontinuation of Lazertinib 0 - 0
Discontinuation of Osimertinib = 0 =
COVID-19 associated IRR. AEs © 0 0 0
COVID-19 associated serious IRR. AEs © 0 0 0
COVID-19 associated IRR AEs leading to death © 0 0 0

Key: AE = adverse event, IRR = Infusion Related Reaction

* An AF 15 assessed by the investigator as related to study agent.

b AFs leading to death are based on AE outcome of Fatal.

¢ COVID-19 associated AEs are based on events that code to a COVID-19 MedDRA term and events that are identified via the
COVID-19 Case of AEs form

@ #HZAND
HZ9/LDel HAELS Wt HAYG/LD=  otrHtERE oA B o Ak 13%3.1%)%
SAMEE Tl tdA 139WG.0%0A RaEAT. ofnntetyt s WMol = thdAke] 2.6%0 4]
H A A/LD7} EiE e,
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Table 34: Overall Summary of Treatment-emergent Adverse Events of Pneumeonitis / Interstitial Lung
Disease; Safety Analysis Set (Study 73841937NSC3003)

Amivantamab +

Lazertimb Osimertinib Lazertimb
Analysis set: Safety 421 428 213
Subjects with 1 or more:
Pneumonitis / ILD AEs 13 (3.1%) 13 (3.0%) 6 (2.8%)
Related Pneumonitis / ILD AEs ® 12 (2.9%) 12 (2.8%) 5(2.3%)
Related to Amivantamab 11 (2.6%) - -
Related to Lazertinib 11 (2.6%) - 5(2.3%)
Related to Osimertiub - 12 (2.8%) -
Grade >=3 Pneumonitis / ILD AEs 6 (1.4%) 6 (1.4%) 3(1.4%)
Related grade >=3 Pneumonitis / ILD AFs ® 6 (1.4%) 6 (1.4%) 3 (1.4%)
Maxumum toxicity grade
Grade 1 2 (0.5%) 4 (0.9%) 3(1.4%)
Grade 2 5 (1.2%) 3 (0.7%) 0
Grade 3 4(1.0%) 3 (0.7%) 3 (1.4%)
Grade 4 1 (0.2%) 1(0.2%) 0
Grade 5 1(0.2%) 2 (0.5%) 0
Pneumonitis / ILD AFs leading to death ® 1(0.2%) 2 (0.5%) 0
Serious Pneumonitis / ILD AEs 12 (2.9%) 13 (3.0%) 6 (2.8%)
Related sertous Pneumonitis / ILD AEs * 12 (2.9%) 12 (2.8%) 5(2.3%)
Related to Anuvantamab 11 (2.6%) = 2
Related to Lazertinib 11 (2.6%) 2 5(2.3%)
Related to Osimertinib - 12 (2.8%) -
Pneumonitis / ILD AEs leading to discontinuation
of any study agent 12 (2.9%) 11 (2.6%) 6(2.8%)
Discontinuation of Amivantamab 12 (2.9%) = <
Discontinuation of Lazertimib 12 (2.9%) & 6 (2.8%)
Discontmuation of Osimertinib < 11 (2.6%) -
Pneumonifis / ILD AEs leading to dose reduction of
any study agent ] 0 0
Dose reduction of Amivantamab 0 - -
Dose reduction of Lazertinib 0 - 0
Dose reduction of Osimertinib - 0
Pneumonifis / ILD AFEs leading to interruption of
any study agent ° 1(0.2%) 3 (0.7%) 0
Interruption of Anuvantamab 1(0.2%) - -
Interruption of Lazertimb 1(0.2%) - 0
Interruption of Osimertinib N 3 (0.7%) =
COVID-19 associated Pneumonitis / ILD AEs ¢ 0 0
COVID-19 associated serious Pneumonitis [ ILD
AFEsd 0 0 0
COVID-19 associated Pneumomnitis / ILD AEs
leading to death @ 0 0 0

Key: AE = adverse event. ILD = Interstitial Lung Disease

® An AF 1s assessed by the investigator as related to study agent.

® AEs leading to death are based on AE outcome of Fatal.

¢ Excludes infusion related reactions.

4 COVID-19 associated AEs are based on events that code to a COVID-19 MedDRA term and events that are identified via the
COVID-19 Case of AEs form.

@ VTE Ak
obr] bR+ o] A El Y HE oW dE Qo] VIE BAE Hole AF A ¥ ¢ /M =3kon,
olF ¥ EdAE Aadn o AY TVt FE 1eF Ex 255 VIE ARdo] AT /gt
H&o] =37 wEoldtt. dA E:E AF 7N 253 FeuAl AEs st EHHR
Aoz yetston, FFuAd ARE W2 GAE AtoldAM AL VIE AR e =353 =¥
AR e BAELS vl W2 Zlew BFFHUAY. drig] AR H7E Ay= EGFR ¥l
TKI @583 vwdS o ojvntepitst oA e de 83 F-EGFR 2W e Abgo] VIE ARt
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Table 37: Overall Summary of Treatment-emergent Adverse Events of Venous Thromboembolic Event;
Safety Analysis Set (Study 73841937NSC3003)

Amivantamab +

Lazertinib Osimertimb Lazertinib
Analysis set: Safety 421 428 213
Subjects with 1 or more:
VTEs . 157 (37.3%) 39(9.1%) 30 (14.1%)
Maximum toxicity grade
Grade 1 5(1.2%) 0 1 (0.5%)
Grade 2 105 (24.9%) 24 (5.6%) 17 (8.0%)
Grade 3 43 (10.2%) 12 (2.8%) 9 (4.2%)
Grade 4 2 (0.5%) 1(0.2%) 1(0.5%)
Grade 5 2 (0.5%) 2 (0.5%) 2 (0.9%)
VTEs leading to death ? 2 (0.5%) 2 (0.5%) 2 (0.9%)
Serious VIEs 46 (10.9%) 15 (3.5%) 11 (5.2%)
VTEs leading to discontmuation of any
study agent 12 (2.9%) 2 (0.5%) 3 (1.4%)
Discontmunation of Ammvantamab 12 (2.9%) i =
Discontinuation of Lazertinib 7(1.7%) - 3(1.4%)
Discontinuation of Osimertiib = 2(0.5%) =
Worst outcome
Fatal 2 (0.5%) 2 (0.5%) 2 (0.9%)
Not recovered/not resolved 68 (16.2%) 15 (3.5%) 14 (6.6%)
Recovering/resolving 24 (5.7%) 6(1.4%) 0
Recovered/resolved with sequelae 0 0 1(0.5%)
Recovered/resolved 63 (15.0%) 16 (3.7%) 13 (6.1%)

Key: VIE = Venous Thromboembolic Event
* VTEs leading to death are based on AE outcome of Fatal

6.6. 7} A=
6.6.1 7t A Y
o BT JIWAIY vAA], AET 33 AlE 9 A FAA gl A i

6.6.3. 7taA 297}

<PAPILLON>

D B4d3T 2%

A oAk 3067 F, 153w Fobropeleldal o] F 2382 gk FAoIUTh FopAlekl A
1539 %, th2dA 759 & ACPTolda tidAt 78S CP#ol Ut =<l

2 ACPTola th/dAt 1092 CPto] AtK(Table 2).

Table 2: Treatment Disposition; Safety Analysis Set (Study JNJ61186372NSC3001)

Horzan EastAsian Owerall
CcP ACP Total CP ACP Total cP ACP Total
Analysis set: Safaty 10 13 23 78 73 133 135 131 30e
Subjects ongoing 1(10.0%) 7(33.9%) 2 (34.8%) 41(34.7%)  30(32.7%) 24(133%) T0(464%) M4 (30.7%)
Discentinued all study treatment 9(20.0% 6(462%) 13(632%) 69(833%) 34(453%) 131(84.5%) 81(536%) 212(69.3%)
Reason for discontinuation”
Progressive dissass 9(00.0%)  4(30.8%% 13(363%) G0(76Dey  23(30.7%w)  B3(342%) 10T7(62.0%) SOQ33.1%y 137(313W)
Adverss svent 0 L(7.3%%) 1(43%) 3(3.8%) 3(40%) 6{3.9%) 14(9.0%) 14¢93%)  28(92%)
Adverse svent- COVID-19
alited o 0 a 0 0 0 0 2 (1.3%) 2(0.7%)
elats: 0 0 0 0 0 0 0 2qL (
Subject refused forther strdy
treatment 0 (1.7%) 1(4.3%) 6:(3.0%) 9{3.5%)
Non-compliance with study
drug 0 0 0
Death 0 o a
Physician decision 0 0 0
Other { 0 {
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=l A AFEAITE S AR o2 Fopalopl tdar B AA I FARoH o9
2 =6540l FA HAHo] gle thdAs Fotalolql B A Hetel Bl =<l o)A o wtth
Fh]l, FobAlol]l B HA Fhe] AH SIS A7 64AICE 9 31-76A1); 61A|CH S 31~844)); & 62
AORS}: 27~92ADTE. FobAloble] 37.9% H %

(47.8%)7F =654 St

3Mel AE A AwtolA oAd ATt O BthEFEl iAol 65.2%, FobAlob)l thidAte
56.9%, 2 A ofF=A+e] 57.8%).

Fh]l, FobAlokel, H A ool ik AT TSRk A7 57.9 kg, 60.6 kg, E 65.0 kgo| A oh.

3N et AukolA FA AAHo] gl A7 O BUthEH=1e) 78.3%, Fokrlokle 60.8%, 2
A Aol 58.1%).

A HJH64.6%) FAFSHA, =l R FolAopdl el thRES ECOG A47F 13 o) o=z
69.6%, = 70.6%).

Hlo] =2kl HY 5L A g7 o #FES o] FAUTE A tiFEQ23H[100%]1e] 2&
gh=]l; 1539[100%18] =& sobrlobsl: A Ak 308% F 304%[98.7%D)2 AES bt o
F(23H[100%]e] =& =2l FokAloll 1539 F 1529[99.3%); A A th/d=} 308 Z 30478[98.7%])
238 Al 47] Aol

2389 Al 7P B Aol Ee= HG = 23% F 199[82.6%) sokAlobel 1529 F 1149[75.0%];
ZA ohgA 3047 T 2339(76.6%), WEZH(R=A 239 T 17H[73.9%) BobAleorel 1529 F 1109
[72.4%]; AA o’$AF 304 F 2169%W[71.1%D, 2 =(gH=<Q0 238 5 129[52.2%]; &olAlokd 152% &
7673[50.0%); A A= 3047 F 1517[49.7%D°] ATt

39l 239 F 49(17.4%), FotA ol 1538 5 33WQ2L6%E AA A 3084 F 71%H(23.1%)2 >
ol HAH] AU

Fold A3t JAARE FAQuA7A 712 FLE =] tidAe] A 1e4/MLCHS: 0.5 40.0),
SotAlolRl TR A9 LIS/NLCHS: 0.2, 40.071€) 283 AA tidae] 49 L54/HLEE 9] 0.2
40.071 <€) o] At

)

AE 712 FYgEe ACPE 8 CPE mFolA AA Qe 79 2 FoAokel b 1ho] @bz o
= APk AA Gl A5, A A

i il
5 71 SR ACPTAl A 9.7270 (89 0.1; 26.9) 2 CPoll
6. 747049 0.0; 25.3)010 . =9l B FopAopl Hee] F, A8 713 S ACPT A 4
8.34MLCHSY 3.7: 20.6) F 102870 (A% 0.1; 26.9); 18]a CPwollA+= 72 5.93714(9 2.1: 18.7)
2 6.39/1LCE 9 0.0; 21.2)°] ATt

2) frE&A

20239 549 3¥¢] CCO7I= Aol A 16.7670€, FokAlokql FekelA 16.8571€Y, 2 HA
kol A 14.9271 4] FH A= Tk o] F(FF TSIFUOL_KOR), F+ A& Huko|A BEF gh=<l, Fo}
Alokel, B AA Heel A F 187, 10571, F 216719 BICR-B7} PFS Abe|7F &2 = $lok(Table ).
ACPT9] PFS F¥gke AA thadate] 79 11.3771€(95% CL 9.79, 13.70), FolAotel thd=tel 7
12.45714(95% CI: 9.89, 16.62)=, ©] T = A= 12457014 (95% CI: 5.36, NE)o]lo.m; o]
g CPollA = 247 6.7070€(95% Cl: 5.59, 7.33) 5.8570€(95% Cl: 4.37, 7.20), 5.8571€(95% Cl: 2.69,
11.07) o] itk(Table 8). ACPwell w3k HR2 A didae] -9 0.39595% CI 0.296, 0.528; p-%k:
<0.000D), soFAloFel thdate] 79 0.313(95% Cl: 0.203, 0.482; p-zk <0.0001), 1&]a1 F=<l /Ao
73-9- 0.199(95% CI: 0.051, 0.783; p-#t: 0.0129)% .
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Table 8: Summary of Progression-free Survival by BICR - Stratified Analvsis; Full Analysis Set (Study JNJG118637INSC3I001)

Korsan EastAsian Overall
CP ACP P ACP CP AC
Analysis set: Full 10 13 73 75 135 53
Event 10 (100.0%%) 2(61.3%) 66 (84.6%) 30 (52.0%:) 132 (83.2%5) 84 (34.9%)
Cenzorsd 1] 5(38.5%) 12 (15.4%) 36 (48.0%) 23 (14 8%) 62 (45.1%)

Time to event (months)
25th percentile (93% CI)

HEES [
Jo¢ )
Median (83%: CI) 1137 (9.79,13.7¢
73th percentile (93% CT) 57 NE (16.62, NE)
Range 0.0+ 20.7 (0.0+, 23.6+)
S-menth svant-free rate (93% CD) 05018075 077(044, 0923 049037 060) 0.77 (0,69 0.83)
12-month event-free rate ($3% CI) 020 (0.03,047) 052(022,0.73)  0.15(0.06,0.23) 048 (0.39_0.56)
18-month event-free rate (93% CI) Q(E. NE) 0280003,037 0.04{0.00,0.14) 031 (022, 0.40)
pvalue! 0.0129 <10 0001
Hazard ratio (93% CIy 0,199 (0.031 0.393 (0.296,
0.783) 0.528)

ACP—E(EH*JXP 15294 F 1119%[73.0%Dl A CP=+(152% 5 727[47.4%Dl Bl w32 2§

o 4tEE e=ulE A oidAbel s 2.971095% CI: 1.844, 4.787; p<0.000Do] At 4At=H L =H|7}
2.399095% ClI:1.221, 4.71311 sopAlotQl thAHACPT: 73.0%; CP: 51.9%) 2 A= <2=H|7}
2.699095% Cl:=0.414, 17.6181<1 &=l o AHACPT: 76.9%; CP*: 40.0%)4 ORR A thdAtel A &
ZH ORRI} LA G tHTable 9).

DOR F&4t2 ACPo] CPell mls) oF 2uiiom A thdzte] -9 22 10.0970-4(95% CI: 8.48,
13.90) o 5.5570€(95% CI: 4.44, 6.93); 123l FofAlobd thdatke] A 22 9.76714(95% CI: 8.21,
19.22) o 5.52704(95% Cl: 4.21, 7.29)°]At}. =<l thd=te] tig DOR FYata ACPwto] CPol H
a o =gkom Zhzb 8.51704(95% Cl: 2.86, NE) tf 5.5271€(95% CI: 2.86, NE)o| At

.y

Table 9: Summary of Objective Response Rate Based on RECIST v1.1 Criteria in Subjects With M easurable Disease at Baseline by BICR -
Stratified Analysis; Full Analysis Set (Study JNJ61186372NSC3001)

Korean EastAsian Croerall
CP ACP CP ACP CP ACP
Analvsis seb: Full 10 13 73 13 1353 153
Number of wibjects wi z &
MNumber of wbjectz with meaurable
disease at bazeline 10 13 Ti 74 132 152
Razponders (CE.+ PR} 4 I 40 34 g
Objective rezponse rate 40.0% 788 J1EN T3.0% 47 4%
23%: Cl (46.2%, 03.0%) (40.3%, 63.5%) (61.4%, 82.6%) {30.2%, 55.6%)
pvalue? 02065 ool
Odde-ratio (B3% CIF 2.600 (0414,
17.618) 230901221, 4713)
Best Overall Response
Complete Response (CR) 0 1(7.7%) 4(34%) 100.7%%) 6 (3.0%)
Partial Fesponze (FR) 4 (A0.0%) S(ae.22) 50 (67.6%) T1(46.7%:) 1035 (62.1%)
Stable Dizeaze (8D) & (60.0%:) 3(23.1%) 17 (23.0%) 62 (40 8%} 20 (19.1%)
Progressive Disease (FD) 0 0 20279 16 (10.3%) 4(2.6%)
Not Evaluable NE) 0 0 {1.4%) 241.3%) 8(3.3%)
o )5]
3 A

SAE W1=+ ZA|, Fopalopel, B =<l Aol Al ACP# CP Ztoll M= THACPT oAl A A
7k 1519 F 56%I[37.1%], sokAlobel oAl 759 S 23%I[30.7%], ¥ =< tidA 1398 F 49
[30.8%]; CPollAl AA oA 155 F 489([31.0%], FolAloll /=t 789 3 219H[26.9%], =<l
g2 107 5 379030.0%). X5 Al@Atel ofa) APk #Hd Ao = Hryid SAEE CPoll Hls)
ACPTolA B A5 BAFHJAN, #HHAR SAES] tiFE2 ZF /W ofAle ezl A Z29d
(Investigators Brochure)s U X3t 19 2] FolAlolel thdAE xSt ACPF9 & 4.6% AA iy
Zke} CP9 2.6% AA thdA7F AAds =3 TEAEE A3t = JAdolA A& ¢
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TEAEE §Ith A% A% e A4 TEAES A4 2 Sopaloldl AwelA A& wlgel ol
N RIH KO A ] <2.0%). (Table 15).

TEAEE ¥ Mm% 2FolAd s AZFAY 83 gFom Bazt Medth AUt 392 2@
ABE AA oA Mol AACPEAA 23.8% 2 CPZolA 10.3%1Th Sobrlokel thakat o] H(ACPE
oM 17.3% B CPzolA 51%) © A Ru=Egith @<l tgxld, ACPE WA 139 % 39
(231%) B CPZ thax 09 TEAER dls) A% A=E Foach 1096.6%)° A thaz, 2 69

F

(8.0%)¢] Fotrlorl thdAL, o F 29(15.4%)° = AL ofrwEty Y ddE AlE N H
TEAEZ <18 ofm|dtetvt-g T tHTable 15).

Table 15: Overall Summ ary of Treatment-em ergent Adv erse Events; Safety Analysis Set (Study JNJG118637IN5C3001)

Korzan EastAsian Owerall
CF ACP CP ACP CP ACP
Analveis set: Safety 10 13 78 13 135 151
Subjects with 1 or more:
AFs 1 13 75 (100.0%)
Related AE=" I 13 75 (100.0%)
Felated to Amivantamab’ 13 T3 (100.0%5)
Related to Carboplatin® 6 68 (90.7%)
Rzlated to Pemetraxad: 1 2 T1{94.7%)
Relatzad non-zerious AFs 1 13 75 (100
Grade 3 or greater AEs 2 36 (74
Falated grade 3 or graater AEs! g 324
Felated to Amivantamab® 5 374
Related to Carboplatine 2 385
Related to Pemetrexed* 53

Maximum toxicity grade
Grade 1
Grade 2
Grade 3
Grade 4
Grade 3
Serious AEs
Belated serious AEs!
Related to Amivantamabe
Related to Carboplatin?
Related to Pemeirexed*
AFs leading to disconfiration of any study
agent
AEs leading to discontinuation of
Amivantamab
Related to Amivantamab
AEs leading to discontinuation of
Carboplatin
Related to Carboplatine
AEs leading to discontinuation of
Pemetrened
Related to Pemetrexad 1]
AEs lzading to drug inferruption of any
study agent: 3(30.0%) 0 (69.2%%) 24(30.8%%) 51 (68.0%) 56 (36.1%) 104 (68.9%%)
AEs leading te interruption of
Amivantamab® MNA 0 (69.2%%) NA 4
Related to Amivantamatb® NA 5(38.5%) NA 25
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= 455 TEAEE 88t ys a#s Aoz ded SOC €9 2 gy 2
NAT ez MY D Waw gaDelA o £8 muddck ACPE: WA oA 1518 F 587
[38.4%], sokAlolQl thidAl 759 F 349[45.3%], ©] & =<l UldA= 134 F 29H[15.4%]), CP1: A
A g 1559 & 529[33.5%), SobAlotel tiabRk 78W = 241[30.8%], o % @9l tlaAE 10
= = A

IA AHANEAHTF A=

o o

2= 2m[20.0%]). ACPZoA o] YAAQ AT 7HAZS A 9sti, =353 dHda TEAE €%
WA o g Xsa b vk ACPT oA YAIAR] AT AT FUldE BFsta Olﬂifﬂ =
AT AT A F dREES FueA &2 Aot HuE =353 @8 FHAT T4LET INE
& IUTHHA AN A= ACPTEANA 2.6% D CPFolA 1.9%, 18]3 Fopaolsl thizte A= ACP
T 4% 2 CPZoA 0%); = tidAdME 23559 94 AT ZaFol Rauxzx skt
(Table 17). M FAZFAAME HI3 FAE BRAI o] A H A FAHoR FAHAF T
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Table17: Numb er of Subjects With Treatm ent-emergent Adverse Events Toxicity Grade 3 or Greater by Svstem Organ Class and Preferred
Term: Safety Analysis Set (Study INJ611863 72N SC 3001)

Korean EastAsian Orverall
CcP ACP cP ACP cP ACP
Analvais set: Safety 10 13 78 13 133 131
Subjects with 1 or more AEs toxicity
grade 3 or greater 3 (30.0%) 9{69.2%) 39(30.0%) 56(74.7%) 83.(53.5%) 114 (75.5%)
system organ class
Preferred term
Blood and lymphatic system
disorders 2(20.0%) 2(13.4%) 24 (30.8%) 34(433%) 32(3 38 (33.4%)
MNeutropenia 1(10.0%) 2(15.4%) 19 (24.4%) 20(38.7%) 3542 501(33.1%)
Leukopenia ] ] 4(3.1%) 153 (20.0%%) Sl 17 (11.3%)
Anasmia 1(10.0%) 1(7.7%) 6(1.7%) 8{10.7%%) 1941 16 (10.6%)
Thromboecytopenia ] ] 7 (9.0%) 9.{12.0%) 1641 15 (9.9%)
Febrile neutropenia 1] o ] 3(4.0%) 341 4 (2.6%)
Lymphopenia ] 1] 1(1.3%) 3 (4.0%) 42 4(2.6%)
Pancytopenia o ] ] (] 1(0.7%)
MNyelosuppression 0 o 1(1.3%%) 0 1{0.6%) 0
Infections and infestations 2.(20.0%%) 2{15.4%) 4(5.1%) 2(10.7%%) 1 (7.1%) 3120.5%)
Paromychia ] o ] 202.7%) 0 10 (6.6%)
Pneumonia 1 (10.0%) 1(7.7%%) 1(1.3%) 4(3.3%) 301.9%) 7 (4.6%)
Bash pusmlar ] o 0 0 0 4(2.6%)
COVID-19 1(10.0%) 1(7.7%) 1(1.3%) 1(1.3%) 1{0.6%) 3(2.0%)
Skin infection ] o 0 0 9 3(2.0%)
Cellulitis 1] o ] 1(1.3%) 1.(0:6%) 2(1.3%)
COVID-19 pneumonia ] 1] 0 ] 0 1(0.7%)
Folliculifis o ] ] 1(1.3%) 0 1{0.7%%)
Infaction 0 ] 0 0 0 1(0.7%%)
Pneumonia viral 1] 1] 0 0 0 1(0.728)
Postoperative wound infaction 0 0 1(1.3%) 0 1(0.6%) 1(0.7%%)
Sepsis ] o ] 0 1{(8.6%) 1{0.7%)
Urinary tractinfection ] o ] 1(1.3%) 1.(0.6%) 1(0.7%)
Appendicitis ] o 1{1.3%) 0 1{(0:6%) 1]
Enterocolitiz infectious 0 0 0 0 1 (0.6%) 0
Eryeipelas 0 ] 1] 0 1. (0.6%) 0
Skin and mubcutanzous tissus
disorders o 3(25.1%) ] 15(20.0%) 0 28 (18.3%)
Fazh ] 3(23.1%) 0 10(13.3%) 0 17 (11.3%)
Korean EastAsian Crograll
cP ACP cP ACP CP ACP
AFs leading to intermption of
Carboplatin: 2(20.0%) 2(15:4%) 11(14.1%) 16 (21.3%) 20(18.720) 38 (232%)
2elated to Carboplatin®s 1(100%:) 1(7.7%) 3(10.3%) 12(16.0%:) 19(12.3%) 27(17.9%)
AEs leading to interruption of
Pemetrexed: 3(30.0%) ] 24(30.8%) 44 (38.7%) 36 (36.1%) 84
Pelated to Pematraned® 1(10.0%%) 3 12154%) 20(38.7%%) 32 (20.6%) 34
AEs leading te dose reduction of any study
agent o 4 11 (14.1%) 34(433%) 33(22.6%) 13 p
AFs= leading to reduction of Amivantamab MA 3 NA 24 (32.0%) NA 54(35.8%
*elated to Amivantamabe NA 3 NA 24 (32.0%%) NA 54(35.8%
AFs leading to reduction of Carboplatin H 1 8(10.3%) 16 (21.3%) 18 30 (19.9%
Belated to Carboplatin® o 1 3(10.3%) 15 (20.08%) 18 (11.65 20019.2%
AEs= lzading to reduction of Pemetrexed H 1(7.7%) 10 23 (30.7%6) 33 (21:3% 41 (27.2%
*elated to Pemetrexed® ] 1(7.7%) 10(12.8%) 22(29.3%) 31 (20.0%) 40(26.5%
AEs leading to death” o 1] 1( ] £(2.6%) T{4.6%
Belated AEs leading to death®” o ] I (L.3% i 201.3%) 3Q.0%)
Felated to Amivantamab*” N4 0 B it NA L (0.7%%)
Related to Carboplatin®® ] ] i 0 1(0.6%) 2(13%)
Relatzd to Pemetrexed 0 1] i L] 2(1.3%) 2{1.3%)
COVID-19 associated AEs! 3(30.0%0) 4(30.8%%) 13 28 (37.3%%) 25(16.1%) 44(29.1%)
COVID-15 associated serious AFs? 1(10.0%) 1(7.7%) 1 2Q2.7%) 1(0.6%) 5(3.3%)
COVID-12 asociated non-sericus AFs? 2(20.0%) 3(25.1%) 12{134%) 27 (36.0%) 24(155%) 406 (26.5%)
COVID-19 associatzd grads 3 or greater
AEs? 1 (10.0%) 1{7.7%) 1(1.3%) 2(27%) 1(0.6%) 3(3.5%)
COVID-19 associated AFs leading to
death®4 o 0 0 0 0 2(13%)
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G740l te ER EAPAPILLONSIA n=15D1AE Q3W Fo 2Mo] faAe te Hdd =22
A3 Ao g Vet 371 =% # EY ~(Ctrough,lst, Ctrough,max, Cavg,lst cycle) ®Fol ths] =1
=9 AAE o) W = 4SS Aol A BICR-%7F PFS9] zbol= AE A gkoktt

Ctrough,maxol] th&t BICRe| w& PFS 7}&@-wlelo] 132 Figure 4o AAE o] ot PESO tigh <
d E-R FA= oA RN =& AEHTF AditolA =23 &9 AR ol TAA Fo82
AT = Holsk A oo Al BEdFGFEAST 1, 2, 3oM A o4 thdA 41%, 42%,
84%)< 13 ¥, ¥l F2-PH Rd& A PFSel tigh E-RE& frolakA] &skth. PFSo| thdh <hwtsh
E-R2& RP2ChD(Q3W) Fof @Wo] fFaAg sl AAT =& ATAFS AART

Figure 4: Kaplan-Meier Plot of PES by BICR Stratified by Tertiles of Maximum Amivantamab Trough
Concentration
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Figure 5: Bar Plot of IRR Rate Stratified by Amivantamab Exposure Quartiles
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ATH(Table 5).

H)

worow, CPol A& 16%(76.2%), ACPTolA+= 17%(100%), ¥ LACP/ACP-L-oll A& 2578 (100%)°]

Tahle 5: Study Disposition; Full Analysis Set (Study JNJ-611863TINSC3002)
Koresan Owerall
iy ACP LACF/ACP-L Total CP ACP LACPACPL Total
Anatysis set: Full 21 17 25 1] 263 131 263 637
Subjects randomized but not treatad 3{23.8%) 0 8 3¢ 20(7.6%) 1 (0.8%) 21 (3.2%)
Bubjects treated 16 (76.2%) IT¢1000%:) 23¢100.0%:) 38 (92.1%) 43(92.4%)  1300902%) 263 (100.0%) 636 (06.8%%)
Subjects still on the study 14 (66.7%) 13476.5%) 17 (68.0%) OO (T3.6%) 454 (69 1%)
Completed study participation? 3(143%) 2(11.8%) 6 (24.0%) 26 (19 8%) 158 24.0%)
Subjects discontinued the smdy 4(19.0%) 2(11.8%) 2(8.0%) & (4.6%)
Rzason for termination
Withdrawal by Subject 4019.0%) 2(11.8%) 2(B.056) 3121 20(11.0%) 6 (4 6%) H(6.7%)
Lost to Follow-Up ] ] L] ] ] 0 1{0.2%)
Table 6: Stud y Disp osition: Full Analysis Set { Study JNJ-6118637INSC3002)
East Asian
CP ACP LACPACPL Total
Anatysis set Full 104 < &1 249
Subjects randomized but not treated 0{8.7%%) o 0 9(3.0%
Subjects reated 95 (91.3% A8 {100.0% o7 (100.0°%) 240 (96.4%)

Subjects still on the shdy
Completed study participa tion
Subjects discontinued the study
Reason for tarmination
Withdrawal by Subject
Lost to Follow-Up

58 (63.4%)

166 (56.7%)
60 (24.1%)

22 10
23 (0 2%)

22(8.8%)
1(0.4%)

I Az BFAM o= i o143(66.7%)°] A tHTable 10).
45~85AR o thdAe] 41.3%= =654k Wlol 22kl ECOG 359 A=
ol ALY 87.3%= 10Utk EE k=l tidAH100%)e] AlF-e <80 kgt o

kg(H 91: 40.0~78.0), 69.8%= &< Aol gl

A A

=

TGS 62.041( 91
F2LY] 12.7%= 0
AF T8k 57.0

Table 10: Sum mary of Demographics and Baseline Characteristics; Full Analysis Set ( Study JNJ-61186372NSC3002)
Korean Overall
CE AC LACP/ACP-L Total cP ACP LACP/ACP-L Total
Analysis set: Full 2 17 23 63 263 131 263 637
Age. years
N 2 17 23 83 263 131 263
Mean (SD) $2.8(9.19) 64.6(1091) 62.8 (8.90) 60.6(10.13)  61.2(10.06) 60.3 (10.26)
Median 620 63.0 62.0 2.0 61.0
Rangs (50; 85} 145 84) (31; 85y (36; 84) (23; 83)
<63 13 (61.9%) 8 (47.1% | 166.(63.1%) T9(60.3%) 163 (62.0%)
>=43 3(38.1%) 9 (32.9%) 2 (36.0%) o7 (36.9%) 32(39.7%) 100 (38.0%)
<75 8 (85.7%) 13(76.3%) 24 (96.0%) 244 (92.8%) 237(90.1%)
>=]3 3(14.3%) 4(23.3%) 1 {4.0%) 19(7.2%) 26.(9.9%)
Sex
N 2 T 235 63 263 263 637
Femalz 13 (61.9%) 16 (64.0%) 42 (66.7%) 157 (39.7%) 168 (63.9%)  406(61.8%)
MNale 3(38.1%) 2 (36.0%) 21 (33.3%) 106 (40.3%%) 95(36.1%)  251{38.2%)
Undifferentiated 1] 0 ] o 0 ]
Unknown 0 1] G 0 ] ]
Race
N 2 17 25 83 263 131 263 637
American Indian or Alaska
Native ] 0 0 1]
Asian 21(100.0%)  17(100.0%)  23(100.0%) 63 {100.0%)
Black or African American 0 0 1] 0
Native Hawaiian or other
Pacific I 1] (1] 0 0 0 ] (1] ]
White 1] (] 0 0 123 (46.8%) 60 (43.8%) 129 (49.0%)
Miltiple ] i (1] ] 2{0:8%) ]
Net Reported 0 0 0 (Y 6(2.3%) 3{L1%)
Unknown 0 0 1] ] 1(0.4% 210.8%)
Asian 21(100:0%)  17(100.0%)  23(100.0%) 63 (100.0°%) 127(483%) 63 (48.1%; 123 (47.5%)  313({47.9%)
Noti-Asian ] 0 0 0 128 (42.0%) 64 (48.9%) 133 (30.6%)  326(48.6%)
Other ] 0 1] 0 T(2.7%) 4(3.1% 3{1.9%) 1642.4%)
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kel Mol A9, A F 63.5%= EGFR 9l 19del S ol7F A 36.5%= EGFR o< 21
L858R E<dWol7F At =38 Al, T8 thdA111%)= 4A7] Aol 567 ] o] /d2H88.9%)
£ 4B7] AZollom Hol: FxZAH(79.4%), L H61.9%NA 714 &3] HydTt FFAoE At
9] 60.3%x= = o] Ao szlcﬂv}. Hzx A Wk o]F 77k STUFS 29.2470 (M 9] 5.68~123.40)
o, Aol A At o]F 7|7+ FUZES 28.29/MLCH S 5.68~115.29)0] A THTable 12).

Table 12: Sum mary of Baseline Disease Characteristics; Full Analysis Set (Study JNJ-61186372NSC3002)
Korzan Oxerall
cP ACP LACP/ACP-L Total CP ACP LACP/ACPL Total
Analysis st Full 2 17 23 63 263 131 263 637

History of brain metastasis

N 23 63
22 17 (63.0%%) 3 3%3)
Yes (63.0%%) 38 {60 3%%)
B{(32.0%) 25(39.7%) 143 (54 4%
Mtation Type
N 35 63 262
Exon 19del 16 (64.0%) 40 {63.3%) 183 (619.8%%)
Exon 21 LB3ER 3 (36.0%) 23 (36.3%) 19 (30.2%)
NECLC subfype at initial diagnosis
N 21 17 23 63
Adenocarcinoma 21 (100.0%) T{000%)  250100.0%) 63 (100.0%)
Large cell carcinoma 0

Squamous call carcinoma
Other

= e s
oo ® "
oo

Histology grads at initial diagnosis
N

2) &4

2023 79 1099] CCOZA, =21, Fobalofel @ Al FekolA 242k 9,002, 9.7970Y, 2 8.747)
Yo FHPF FUF o] F(EF TSIFUOIKOR), 321, FolAolel, 2 dA Feold 27 % 344
1497, 2 37174 ¢ BICR-%7} PFS Abel(Table 15)7} 3718 2= &3 dAuko]A] TR, o]= SAP
of Aoj® PFSe] Az} B4 24L =359t}
@l Awkel CCOZHA BICR-B7} PES Abel= ACPZol 4 109(58.8%) 1251 CPell 4] 13%(61.9%)
of el AT T B4 A3 BICRS 53 Bt PFSE A4 dos A=A ACPTNA A4
& ngon, Pl M8 AW A TE A o] 61% FaATHHR=0.3995% CL 0.14, 1.06], ¥ =
p=0.0550). &3 PFS Z%4zke ACPFoAlE 55270 Dol a ool Hla) CPolAE 401 Yoo, 6-
MY, 9-71€, 2 12-712 FAA HEL ACPZoIA 22 47%, 26%, 2 26%%3, CPFolAE 747
20%, 13%, % 13%$1tHTable 15).

@3el Ztkol A BICR #H7bol wzwl, ACPE Ul 179 9 CPZ ol 219elsl wlojsehel A &
4 7Ms@ 4ol AR ORR Bl ETgHAULG. AA Ao ABEA, BCRS 5 718 ORR
2 =20 oA ACP(10%[58.8%D0] CP(5%[23.8%Del wvIs] o Fomw, 2=H+= 4.17°] ATHI5%

Cl: 1.07, 16.25; 5 p=0.0393)(Table 17).
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Table 15: Sum mary of Progression-free Swrv ival — Primary Analysis — Stratified Analysis— BICR; Full Analvsis Set (Stud y JNJ-61186372NSC3002)
Korzan East Asian Creerall
cP ACP LACPACPL cP ACP LACPACP-L CP ACP LACPACPL
Analysis st Full 21 17 23 104 48 7 263 131 263
Event 63 (634%) 29 (60.4%) 52(33.6%) T4(36.3%)  126(47.9%)
Censored 36.(34.6%) 19(39.6%) 43 (46.4%) 37{43.53%)  137(32.1%)

Time foevent {months)

25th percentile (953 CI) 250(1.51
2.83)
Median (93% CD) 417(4.04,
444
T3th percentile (23% CI) 6.93 (3.78,
31 )
Range (0.0+, 1409 [u 0+, 149)
6-month event-free rate (93% CI) 031022 0.5240.37 (0.56.(0.43, 0.51(0:41, 0.39 (0.52,
04D 0.66) 0.66% ) 0.60) 0.65)
S-month event-free rate (93% CI) 0.1870.10 0.38(0.22, 0.4210.31, (0. 0.38 (0.28, 0.43 (0.36,
0.28) 0.33) 0.33) 23 0.48) 0.:51)
12-month event-free rate (33% CI) (.18 (0.10, 0.19 ¢0.06, 0360 0.13(0.08 022:(0.12, 037{0.29,
028} 0.38) 0.47) 0.20) 0.34) 0.45)
pvatue * (ACP vz CP) 40201 <0001
Hazard ratio (93% CI) * (ACPvs CP) 0.60(0.38 0.43 (0.36.
0.83) 1.54)
pvalue *(LACP/ACP-L vsCP) 0.0003
Bazard ratio (93% CI) *{L ACP/ACP- 0.51 (035
Lvs CP) 0.74)
pvatue + (L ACP/ACP-L v= ACP) 061
Bazard rafio (93% CI) * (L ACP/ACP- .89
Lvs ACP) 1.

Tahle 17: Summary of Objective Response Rate Based on RECIST [Version L1] Criteria in Subjects With Measurable Disease at Baseline —
BICR.: Full Analysis Set (Study JNJ-61186372INSC3002)
Korzan East Asian Orezrpall
LACE/ACP- LACP/ACP- LACPACP-
ceP ACP L CP ACP E cP ACP L
Analysis set: Full 21 17 23 104 43 27 263 131 263
Number of subjects with meazurable
disease at baseline 21 17 25 104 43 04 260 130 259
Objective rasponse ratz (CR+FR) 17(68.0%) 33 (31.7%) 61(63.5%) O4(362%) S3(63.8%) 163(62.0%)
93% CI {46.3% 22.9%, 33.1%, ; (55.0%, (36.7%,
85.1% 41.6%) 73.1%) 12.1%) 68.8%)
pvalue! (ACPvs CP) <0.0001
Odds ratio (95% CI)" (ACP v=CP) 3.10 (200,
450
palue (LACPACPL vs CP) 0.005¢ <0.0001 <0.0001
Odds ratie (9% CI" (LACP'ACP-L 6.06 (1.68, 3.70(2.06, 297(2.08,
vs TP 21.83) 6.63) 424)
pvalue! (LACPACP-L vs ACP) 0.5504 0.848¢
Odds ratio (93% CIy (LACP'ACPL 1.45 (0.41, 0:96 (0.62
vs ACFE) 309 148)
Beat Overall Responze
Complete Response (CR) 0 2(8.0%) 2
Partial Response (FR) 3(23.8%) 10 15(60.0%) 814
Stable Disease (SD) 6(286%) 3 3(20.0%) 30
Progreazive Dizsazs (FD) 5(25.8%) 2 2 (8.0% 10
Mot Evaluable (ME} 5(238%) 2 1 (4, 7

U A 8 R, 179 BHA0IUE), 9 LACKACP-LE it 263C5oAchl g 073
£, 259 FTA0| )] EFHYOH, o] EE AP AEE 13] o4 Fowgith

WS ACPFol Al HA tAAte] 43.1%7F R om(Folalolql thaate] 43.8% 2§
35.3% E3H) olel w3 CPwollAe A tdate] 4.9%Ath(E oAl o)l tidate] 4.2% 2
Z+¢] 6.3% 3.

Ao FRGS ACPTEAA AA thidAe] 20%7F Hudom(Folaorl tadate] 12.5% £ o]
Hl& CPoll e A tidate] 2.9%ATH s ot okl thidatel 2.9% 3. =g JHdS ACP ®
© CP9| &=l tidAtol A Bax =] kgt

?l tigAte]
el o
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Table 28:

Overall Summ ary of Treatm ent-emergent Adverse Events: Safety Analysis Set (Study JNJ-6118637INSC3001)

Organ Class and Preferred Term; Safety Analysis Set (Study JNJ-61186372NSC3002)

Korean East Asian Orverall
LACFACP LACP/ACP LACF/ACP
CP ACP -L cP ACP -L 5y ACP -L
Analysisset: Safety 16 17 25 93 43 ] 243 130 263
Subjects with 1 or more:
AEs 130 263
13(81.3%) 17(100.0%) 23(100.0%) 89(93.7%) 48(100.0%) 97(100.0%) 227(93.4%) (100.0%) (100.0%)
Related AFs® 11 (68.8%) 25(100.0%) 84(83.4%) 47(97.9%) 97(100.0%) 210(86.4%) 129(992%) 262 {996 )]
Relatad to Lazertinib ¢ 0 20(80.0%) 0 0 84(86.6%) ] 0 204{77.6%)
Related to Amivantamab 0 24 (96.0%) 0 46 (93.8%) 93 (97.9%%) ] 128 (98.5%) 257 (97.7%)
Relatad to Carboplatin 11 {68.8%) 24(96.0%) 84(38.4%) 43(80.6%) 96(99.0%) 204(84.0%) 116(89.2%) 252(938%)
Related to Pemetraxed o 11(68.8%) 13 (76. 23(92.0%) 82(B6.3%) 41(834%) 93(97.9%) 206(34.3%) 113(B6.9%) 250(9i.1%)
Related non-serious AEs 1 {68.8‘”} 16(94.1%) 23 (100.0%) 34 {SS 4%)  47(97:9%) ST(100.0%) 210(86.4%) 129(99.2%) 260.(93.9% o}
Grade »=3 AEs 425050 9(529%) 20(80.0%) 3%) 37(77.1%) S1(93.8%) 117{48.1%) O04(723%) 242(92.0%)
Related grade >=3 AE s 1{6.3%) S(47.1%) 20(80.0%) :3 (34.7%) 33(729%) B89(91.8%) B86(334%) S8T(669%) 228(86.7%)
Related to Lazertinib 0 ] 6 {24.0%) 0 0 43 (46.4%5) H 0 112.(42.6%)
Related to Amivantamab’ 0 3{294%)  B{32.0%) 0 21(438%) 3521(33.6%) o 54(41.5%) 139(32.9%)
Related to Carboplatin® 1(6:3%) 6(33.3%) 19(76.0%) 32(33.7%) 30(6235%) B83(33.6%) 81(333%) 7T0(33.8%) 194(73.8%)
Related to Pemetrexed” 1(63%)  6(33.3%) 17(68.0%) 32(337%) 30(62.3%) S84(86.6%) B82(33.7%) 76:.58.3%) 188(73.3%)
Maximum toxicity grade
Grade 1 2(12.3%) 1(3.9%) 0 T{14%) 1(2.1%) 0 30(123%)  2(1.3%) 0
Grade 2 T38%) Ti412%)  3(20.0%)  38(40.0%) 10Q208%)  6(6.2%) 80(32.9%) 34262%) 21(3.0%)
Grade 3 3(18.8%)  6033.3%) 14(360%) 36(37.9%) 20(4L7%) 33(36.7%) 94(38.7%) 2“—1 7o) 138(32.3%)
Grads 4 1(6:3% (76 6(24.0%) B{84%) I5(3L3%) 33(34.0%) 20(8.2%) 0422.3%)
Grade 3 0 ] 0 0 2{42%) ERER ] 3(12%) 3(2.3%)
AFEs lzading to death” 0 (] 0 0 2(42%) 3(3.1%) 3(1.2%) Vel
Serious AEs 1(6.3%)  4(235%) 9(36.0%) 16(16:8%) 19(39.6%) 351(52.6%) 40(202%) -1‘ (3‘ 3%) :
lelated serious AEs 0 2(118%)  3(200%) 6{6.3%) 13(27.1%) 43(443%) 21(8.6%) 30423.1%) 10D(414%)
Related to Lazertinib ¢ 0 ] 2(8.0%) 0 0 22(22.7%) o 0 45(18.6%)
Relatzd to Amivantamat + 0 ] 4(16.0%) 0 8(16.7%) 31 rn 0%) ] 13011.5%) 74(28.1%
Related to Carboplatin 0 2(11.8%) %) 5(33%)  9(i88%) 26(26. S%} 18(74%) 16(12.3%) 66(23.1%)
Related to Pemetrexed 0 2(11.8%)  3(120%)  6163%) 8¢16.7%)y 31(32.0%) 21(86%) 21{162%) T9(30.0%)
AEs leading to dose reduction of any
smdy agent 1(6.3%)  10(38.8%) 21(34.0%) 13(13.7%) 23(47.9%) 67(6%.1%) 37{(13.2%) 33(40.8%%) I171(63.0%)
AEs leading to Lazertinib reduction 0 ] 3(32.0%) 0 0 30(30.9%) 0 0 91 (34.6%)
Related to Lazertinibs 0 o T{28.0%) 0 o 25(28.9%) ] 0 T7(28.3%)
AFs lzading to Amivantamab
reduction 0 2(118%) 16 (64.0%) 0 B(167%)  20429.9%) ] 22(16.9%) 85{(323%)
Table 29: Number of Subjects With Treatment-emergent Adv erse Events With Frequency of at Least 10%0in Any Treatment Group by System

Analysis set: Safety

Subjects with | ormore AEs

system organ class
Preferred term

Blood and hymphatic system disorders
Mentropenia
Anzemia
Thrombocytopenia
Leukopenia
Lymphopenia

Gastrointestinal disorders
Nausea
Constipation
Vomiting
Stomatitis
Diarrhoes
Anal inflammation

General disorders and administration site
conditions
Fatigue
Asthenia
Pyrexia
Ozdzma peripheral
Malaise

Investigations
Alanine aminotransferase incrzased
Aspartate aminotransferase increased
Gamma-glutamyitransfzrase increased
Weight decreased

Korzan East Asian Orverall
LACPACP LACPACP LACE/ACP
CP ACP L CE ACP L CE ACP L
16 17 23 a3 48 a7 243 130 263
130 263
13(81.3%) 17 (100.0%) 23(100.0%) B89(93.79%) 43(100.0%) O7(100.0%) 227(934%) (100.0%%) (100.0%)
3(i88%) 8 { T1%)  18(72.0%) 83(87.6%) 1540634%) O3(T31%) 224(832%)
(6.3%) 17.1% 16 (64.0%2) T8(804%) 101(41.6%) 74(36.9%) 181(63.8%)
2(12.5%) 3(32:0%) 39 [—*,i i"o) ; 33(367%) 97(300%) 51(392%) 41(5336%)
0 5(204%) 10040005 260274%) 23(479%) 6l{(62.9%) T1(206%) I74(43.8%) 158(60.1%)
o i) T{00e)  41{432%) 24050080 60061.0%) 6R(8.0%) 37(283%) 106{403%)
0 1] 0 B(84%) 6(12.3%) 14(144%) 20(82%) 12(92%) 36(13.7%%)
1(68.8%) 13(76.3%) 17(68.0%) 64(674%) 38(792%) B1(83.3%%) 147(603%) 112(8362%) 226(83.9%)
S313%) 50204%)  10040.0%) 37(380%) 19{306%) S1(326%) OQ0(3T.0%) SR{H46%) 1310(49:8%)
40250%) 5(204%) 7(230%) 32(337%) 18{375%) 36(371%) T2(296%) S0(383%) O6(36.3%)
33153%)  3(176%) 40160%) 23 (2-4.2%) 140202%)  330340%) 42{173%) 32(246%) T6(289%)
L (6.3%) 4(23.3%) 6(24.0%) 3(3.2%) 18(37.3%) 40(41.2%) 21(8.6%) 41(313%) L20{45.6%)
L (6:3%) 1(5.5%) 2(8.0%) 3{32%) 3 {63%) 22227%)  16(6.6%) 18(138%) 68(25.0%)
] 1(3.9%) 3(12.0%) 0 2{4.2%) 4(4.1%) 0 2(1.5%) 6 (2.3%)

2(12.3%)
1 (6.3%)
1 (6.3%6)

o
]

B (47.1%)
5(28.4%)
3(17.6%)

1(5.9%)

4(23.5%)

12 (48.0%)

5 (20.0%%)

3 (12.09)

1(4.09%)

3 (20.0%%)
0

3(12.0%)
208.0%)
1(4.0%)
1(4.0%)
1(4.0%)

43(433%) 29(38.3%) 67 (69.1%)
7% 13Q71%)  19(19.6%)
(425  5(104%)  13(13.4%)
2(23%)  6(12.5%) 14 (144%)
5(33%) 13(27.1%) 26(26.8%)
100103%)  4(8.3%)  14(14.4%)
47 (40:3%)  26(342%) 47 (48.5%)
3033959 12050% 230Q3.7%)
29 (30:3%) 10(20.8%) 20(206%)
H(116%) 2(42%)  10(10.3%)
T(I4%)  T(146%)  16(16.3%)
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Y 10 0
122(30.2%)

194 (73.8%)

47(193%) 59 (26.2%%)
40(16.3%) %) 67(255%)
25(103%)  15(11.5%) 31(11 )
15(62%) 42(323%) 83(323%)
10(41%) 8% 19(72%)
S0(40,7%) 53(408%) 12246.4%)
67(27.6%) 26(200%) 35 (209%)
37(23.5%) 19(146%) 43 (163%)

T(34%)  26(0.9%)

14(10.8%)

31(11.8%)



Table 20;

Organ Class and Preferred Term; Safety Analysis Set (Stud vy JNJ-6118637INSC3002)

Number of Subjects With Treatment-em ergent Adv erse Events With Frequency of atLeast 10%0 in Any Treatment Group by System

Korzan East Asian Owerall
LACPACP LACHACP LACP/ACP
CP ACP -L CP ACP L CP ACP L
Blood creatinine increassd ] 0 ] 5.(33%) 1(2.1%) T(1.2%) 14 (5.9%5) 4(3.1%) 532(122%)
Mtabelism and nutrition disorders 6(37.3%) 10 (40.0%) 43 (45.3%) 31(86%) 64 98(303%) T4(36.9%) 184 (70.0%)
Decrzased appetite 3(31.3%) 4(16.0%)  29(30.5%) 19(384%) 33 31021.0%) 40(30.8%) 83(323%)
Hypoalbuminasmia ] 2(8.0%)  I3(13.7%) 10(Q208%) 36 21(8.6%) 20(223%) 104(39.3%)
Hyponatrasmia 0 3(12.0%) 3 (8.4% 6(123%) 20 1606.6%) 13(10.0%) 42(16.0%
Hypekalaemia ] 1(4.0%) 503 13 (27.1%) 21 15(62%) 24(18.3%) '35(209%%)
Hyperglyeasmia 2(12.3%) ] 747 9(188%) 11 1044.1%)  16(123%) 23(3.7%)
Hypocalcaemia ] 1] 4 1% 0(3.7%) '6{:2.3‘.’3‘ 44(16.7%)
Hypomagnssazmia ] ] (1 9@ %) 13(100%%) 33(125%)
Hypercalcaemia 2(12.5%) 0 T(2.9%) 0 1(0.4%)
Infections and infestations 4(23.0%)  10(38.8%) T3(773%) B1(33.3%) 9“ (70.8%)
COVID-1% 1(6.3%) 5(29.4%) 29(29.9%) 25(103%) 27(20.8%)
Pneumonia 1(6.3%)  2(11.8%) 6 (6.2%) 11{4.5%2) 6 (4.6%)
Herpes zostar (6.3%) 0 441%) 6 (2:3%) 2(1.5%)
Parenychia ] 3(29.4%) 36(37.7%) 1(0.4%) 43 (36.9%%)
Fespiratory, thoracic and mediastinal
disordars 6(37.5%) 3(17.6%) B(324%) 34(358%) 17(354%) 49(305%) 7T3(30.0%) 351(392%) 123(46.8%)
Cough 5(31.3%) 1 (3.9%) ] 13015.8%)  4(8.3%) 0(93%)  20(11.9%) 14(10.8%
Dryepnoza 1063%)  2(11.8%) 1(4.0%) 6 (6.3%) £{8.3%) 3(3.1% 18(74%5)  14(10.8%)
Epistaxis ] 0 2(8.0%) 3(32% 121%) el T(2.9%) 11(8.3%)
Pulmonary smbolism 1(6.3%) L (3.9%) 3(12.0%) 3(32%) 2(42%) §(8.22 T(2.9%) 4(3.1%)
Plaural 2ffusion 0 2(11.8%) o ] 2{4.2%) 1(1.0% 4(1:6%) 3(2.3%)

Nervous system disorders 1(6.3%) 2(11.8%) 0 (.,S %) 33 (26.9%)

Headachs 106.3%) 0 28011.5%)  11(8.3%)

Dizsnes L] 1(3.9%) 15 ”é.‘?“ 10

Peripheral sensory nzuropathy ] L (3.9%) 6(2.3%) J(3.8%) 22(8.4%)
Skin and subcutansous tissus dizerdsrs 1(6.3%) 3(47.1%) 62 (23.5%) 102(78.3%) 2

Pruritus 0 1] 17(7.0%) 20(154%)

Rash 1(6.3%) 6{33.3%) 12{4.0%) 36043.1%) ;

Dermatitiz scneiform ] il TR  26(200%) 62(23.6%)

Dry skin ] 0] 1(21%) 4(1.6%) 15 (11.5%) 22(8.4%)
Table 29: Numb er of Subjects With Trearment-em ergent Adverse Events With Frequency of at Least 10% in Any Treatment Group by System

Organ Classand Preferred Term: Safety Analvsis Set {Study JNJ-6118637INSC3I00I)

Korsan

East Asian

ACP

LACPACP
L

ACP

LACH/ACP

LACF/ACP
L

Nissculoskeletal and connective tizzue
disorders
Back pain
Niuzcular wealnass

\'a%cular disorders
Hypotznsion
Deeep vein thrombosis

Hepatobiliary disorders
Hyperbilimbinaemia

Injury, poizening and procedural
complications
Infusion related reaction

0

ﬁ{35.3?6}

3(29.4%)

N4 e
(24.0%)

7(28.0%)
T (28.0%)

23 (32.1%)

Sﬁ (6" t‘D
76383 %

156 (38.3%)
148 (36.3%)
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A A
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F2Fe] 11.8% E3h ool Hls| CPaolAde HA tidate] 8.6%A T (EotAlordl tidate] 13.7% B 3=
oAk 0 29,

FaZo ACPTOlA AA tadAte] 56.9%7F RO M(66.7% Sobrlorgl thaa @ k=<l o
o] 471% E3FH) olol mls) CProllAe AA thdAte] 41.6%RATH(EorA ot thdate] 47.4% 9
6.3% =< oA 3.

e ACPTolA AAl thadate] 39.2%7F R om(39.6% Fotrlordl thada 2 =9l thadAte]
35.3% E3h olel Hls CPFolM e Al tldate] 39.9%AtH ol okl tidatel 41.1% 2 12.5% 3=

Lo

o

ox o\ 2
oX
H\I

L

o ACPTolA AA AR 43.8%7F R 13 2 ™M(47.9% FolAlofel i & =21 o
3H olo] HlE] CPIollAE AA thiae] 29.6% A THE oA okl tharzte] 27.4% 2 3

=< o 0 =3,
WE I 7k aZE ACPTAlA AA e 285%7F g om(50.0% Fokrokel tiaal 3 old H]
A EH }«] 28. O%ﬂq(EOP\]O}?l hdAbe] 43.2% x3h). #d G AAFS ACP =&

<MARIPOSA>

D NS X

CCO A1x2023d 8¢ 11Well, =< FtelA T 164" dhdA(otmwrert+El o] A Eld:  63;
SAIMEI: 68; #olAEE: 33)7F Al@elA 29 WA HAT. F 1627 2] =l th/dAH98.8%)7F 13]
o AE A5E Folusti, 29 FA9 MiAHJNOY ARE WA ASktHTable 4).

ot Hkeb s+ o) HEI d - oA 439W(68.3%), AMEIGT oAb 539(77.9%), 2 Bl olHEIHT
32k 1798 (61.5%) Al @l AL skt

% 3789 tFAH22.6%)7F AE FHE SEsA 1498 dFABLINE ANPE THESIATH

759 9] IAAH46.3%)7F RE AY A85E Fusgt. APE ANt A RE AY X8 9o /1F
&3t A= PDSTHORR|REERRM+E o] A B ol A 129(19.4%], AIHEE A 229(32.8%], 2
gl ol A Eld el Al 1798[51.5%).

Table 4: Study Disposition; Full Analysis Set (Study 73841937TNSC3003)
Eorean Global
Amivantam ab Amivantamab
— Lazertinib = Osimertinib Larertinib Taotal — Lazertinib  Osimertinib Lazertinib Total
Analysis set: Full 63 68 33 164 429 429 216 1074
Subjects randomized but not treated 1 {1.6%) 1 {1.5%) 0 2(1.2%) 8 (1.9%) 1 {0.2%) 3(1.4%) 12.(1.1%)
Subjects treated 62 (98.4%) 67 (98.5%) 33 (100 .0%) 162 (98.8%) 421 (98.1%) 428 “99 S"o} 215 (98.6%) 1062 (98.9%)
Subjects stll on the study 43 (68.3%) 33 (77.0%) 17 (31.53%) 113 (68.9%) 313 (73.0%) 297 (60.2%) 149.(69.0%) 732 (70.7%)
Completed study participation ® 16 (25 4%) 9( 1: 2% * 12 Laﬁ Jo‘ 37 (22.6%) B4 (21.0%) 113 (26 3% 54 (23.0%) 261 f" 3% o‘
Subjects discontimied the study 4 (6.3%) 6 (8. S:'c.} 4(12.1%) 14 (8.3%) 22{5.1%) 1904 J"c.; 13 (6.0%) 34 [5.9%}
B.eason for term ination

Withdrawal by subject £ (6.3%) 6 (8.8%) 4 (12.1%) 14 (8.3%) 19 (4.4%) 18 (4.2% 13 (6.0%3) 30 (4.7%)

Lost to follow-up ] 0 ] 0 3 (07%) 1 “.’} Z?o‘ 0 4 (0.4%)
Table 5 Study Disposition; Full Analysis Ser (Smdy 73841937TNSC3003)

EastAsian
Amivantamab + Lazertinib Osim ertinib Lazertinib Total
Analysis set: Full 197 124 106 487
Subjects randomized but not treated 1(0.3%) 1 (0-3%) 1 {0.9%) 0.6%0)
Subjects treated 196 (99.3%) 195 (98:3%) 103 (99.1%) 49 99 '" o)
Subjects still on the study 130 (76.1%) 149 (76.8%) 73 (68.9%) 372 (74.8%)
Completed study participation * 38 (19.3%) 36 rIS 5":.\ 25 (23 .4%) 99 (19 3%)
Subjects discontimed the stady 9 (4.6%) 3. (4.6%) B (7.53%) 26 (3:2%)
Feazon for tenmination
Withdrawal by subject 34 l“ )] 9 (4.6%) 8 (7.3%) 23 (3.0%)
L ost to follow-up { 0.5 0 0 1 {0.2%)
I AR EFAA tidAE  461.0%01Ra, EE A= obAloplo] AAtKTable 10).
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Table 10: Sum mary of Demographics and Baseline Characteristics; Full Analysis Set (Study 73841937NSC3003)
Korean Global
Amivaniamab + Amivaniamab +
Lazertinib Osimertinib Lazertinib Total Lazertinib Osimerfinib Lazertinib Tofal
Analyiz st Full 63 68 33 164 429 429 216 1074
Are, vyears
N 68 429 420 216
NEan (D) 61.3(12.40) 62.7 (1063} 61.9(11.32) 3 (10.69
Nedian 3 64.0 63.0 3€
Range (23; 38) (28:88) 1:89)
1823 0 1(0.2%) 0 D
3 14 (20.6%) 3241 42(19.4%)
24(35.3%) 77 (35.6%)
21 (30.9%%) 79 (36.6%)
9(1 18(8.3%)
1, vears
63 £29 429 il
<63 36(37.1%) 233 (34.8%) 237(35.2%) 119(35.1%)
>=i3 27(42.9%) 194 (45.2%) 192 (44.8%) a7 (44.8%)
Age Group 2, vesrs
7 33 164 429 216 1074
<735 31(93.9%) 144 (87.8%) 376 (87.6%) !
=73 2(6.1%) 2“ (122%) 3012445
Sex
] 164 428 2!
Female 100(61.0%3) 275 (64.1%) 231(3 ¥
Male 4 (39.0%) 134(35.9%) ( 80 (37.0%) 4L ‘{ 38, -i"a}
H Aol #AAHol U A 17T847.0%)°1 9. =38 A, 3178 tiAAH18.9%)= 4A7]
Aoy 1289 TIAA(TB0%E 4B7] AFolUth HZE g AT ol F AHFALMA 712)
FHES LIRS 0.26-207.8D01 A2, Holy Ae AW o) F 7izhe] FYL 106371 UCH 9):

0.16~5.68)0]¢lth. EGFR E<d®o] WA, A AAES

A= 9789 tAAHGI.1%)=

ol & 19dele]

AR 67 FAH40.9%)= & 21 L858R =] gko] 9l tHTable 12).
Table 12: Sum mary of Baseline Disease Characteristics; Full Analysis Set (Stud y 73841937TNSC3003)
Korean Global
Amivantamab — Amivantamab +
Lazertinib Osimertinib Lazertinib Toml Lazertinib Osimertinib Lazzrtinib Total
Analysis st Full 43 68 33 i64 429 418 21 1074
History of brain metastasis

N 68 3 216 1074
Present 34 (50.0%%) 86(35.8%) 436:(40. 5°o}
Ahsent 34(50.0%) 130 (60.2%:) 638 (3043

Mistation Type*

N 216 1074
Exon 19det 131 (60.6%) 646 (60.1%)
Exon 21 LB38R 83 (3 429(39.9%)

Initial diagnosis NSCLC
Eilat vl

N 63 68 33 216 1074
Adenocarcinoma 60.(95.2%) 66 (57.1%3) 33(100.0%) 212(98.1%) 1044 {072%5)
Large cell carcinoma 0 0 0 0
Squamous cell carcinoma 3(4.8%%) 0
Other o 0
Not Reported 0 o

Histology grade atinitial
diagnosis
N 68 164
3 11(16.2%) 16 (9.8%)
ig 14 (20.6%) 41.(25.0%)
Weil differentiated 19 18(26.5%) 47 "‘S 7%
Other 1 2299 3L S"o)
Not Reported 21 23 (33.8%) 37 (34.8%)
Cancer staze atinitial diagnosis

N 63 43 i3 154 2
LY 2{3.2%) 4(59%) 2(6.1%) 3(4.9%) (2
B 4(6.3%) ] 1(3.0%) 3(3.0%) {10
ma 0 1(1.3%) 0 1(0.6%) (0.

B 2062%) 0 0 2(0:2%)
ma o 1(1.53%) 0 1{0.6%)
mB 1(1.5%) i) 3(1.8%)
mc 0 0 1(0.6%)
WA 12 (19.0%) 18 (26:3%) 10 (30.3%) 40 (24.4%%)
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=24 o3 dAHA, F=d JEE LAHEE Tl He ofmRte+E o] A el el thall JHAdH
Aow, AW & == A 913 0] 33% A THHR=0.67195% Cl: 0.41, 1.09]
B& p=0.1061). slF PFS Tk ofvutetuk+al ol A B d ol A 27.507H 4 (95% CI: 18.33, NE)o]1aL
AHEG T A= 20.147H2(95% Cl: 15.05, 23.92)e] AT

g=Ql el 4 BICRO m& &<ld wh-gAe] DOR FTY¢#2 #olAEdw(14.9271€[95% CL: 11.07,
20.37Dell mls) opmuteRH+E o] A El G el A 77 =7Fs AE(NES% Cl: 16.82, NE] (Table 19). CCO
A 32023 8¢ 11, Elact] o 3] A &5 L A= o= H &2
ofr] HEeLgt+2| o) A Bl J 2 (63.0%)°] & o] A Bl 'd 1 (40.0%)° ¥lsi o =3ttt

=l AdelA opmtElE o] AT thdA F 24W 2 AHEET AR 329l
Hlo]z~gtel A BICRS Tsfl B7be 70 W Ago] Aem F7§ Wl ORR &40 235 AtkTable
23). 70 W ORR ofv|utetg+g oA d ol 75.0%24% F 18%) L2jal QAIHEIFZelA
75.0%(327 & 24%)E AFEd 22H|= 09469 TH95% Cl: 0.27, 3.18; W& p=0.9144).
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Tahle 16: Sum mary of Progression-free Surv ival — Primary Analysis - Stratified Analysis - BICE; Full Analysis Set (Study T3841937TNSC3003)

Korzan Global East Asian
Amivantamab Amivantamab Amivantamab
+ Lazertinib  Osimertinib Lazertinib +Lazertinib  Osimertinib Lazertinib +Lazeriinib  Osmertinib Lazertinib
Analysis set Full 63 68 139 428 420 216 197 194 106
Event 28 (44.4%) 42 (61.8%) 21(63.6%) 192 (44.8%) 252(58.7%) 121(36.0%)  T7(39.1%) 104 (33.6%)
Cenzored 35(35.6%) 26(38.2%) 12(364%) 237(33.2%) 177(413%) 93(0% 120 (60.9%) 90 (46.4%)
Time to event (months)
25th percentile (23% CI) 1459(8.80, 10.87(7.39, 03444 1.07 (936, 1580(10.87, 10.435(7.39,
13:33) 1 ] 12.81) 201) 16.59) 12.88)
Median (3% CT) 27501833, 2014Q1 1636(10.32, 23.72(1912, 275002092, 19.32(16.62,
HE) 23.02 21.98) 27.66) HE) 22.18)
73th percentile (93% CI) NE (2392, NE (1901,
NE (ME, NE} NE) NE) MNE (ME NE) NE (ME,NE) NE(ME,
Range 0.0+, 304+) (06,304 (19,3024 (0.0+ 3231 (0.0, 304+)  (0.0+,304
6-month event-free rate (93%: CI) 0.90(0.80, 095 (033 0.84 (0.66 0.87 (0.83, 0.83.40.81 0.85(0.7%, 0.3% (034, 0.87{0.52,
0.56) 057 0.93) 0.90) 0.88) 039 0.93) 0.91) i)
12.month event-free rate (93% CI) 0.30 (0.68. 071 {038 D65(043 0.73 (0.69, 0.63 (0.60 0.67 (0.60, 6.78.(0.72 071 {064 5
(.88 0.80) 0.7%) 0.7 0.6%) 0.73) 0.83) 0.77
18-month event-free rate (93% CT) 0.66(0.33, 0.35(0.42, 04510027, .60 (0.53, 0.48 (043, 0.321(0.44, 0.66 (0.39 0.36 (0.48 0.50 (0,40,
0Th 0.66) 0.61) 0.64) 0.33) 0.58) 0.73) 0.63) 0.60%
24.month event-free rate (53% CI) (.36 (0 42 0361024, 0291014, 0.48 (042, 034 (0.28; 033 {027, 6.37 (0.48, 0394031 0.33(0.24,
0.63) 0.48) 0.46) 0.54) 0.39) 0.42) 0.64) 047 0.45)
30-month everit-free rate (95% CI) (471032 0.31 (0.19 0.:29(0.14 032, 0.30(0.24, 0.30 022, (.49 (0.38, 0.36(0.28, 035 (024,
0.61) 0.43) 0.46) o) 0.36) 03%) 0.60) 0.45) 0.45)
Amivantamab + Lazertinib vs
Osimertinit
pvalue? 00002 0.0084
Hazard ratio (93%: CIpP~ 0.70 (0.38, 0.67 (0.30,
0.83) 02D
Amivantamab + Lazertinib vs
Lazertinib
pvalpe? 0.0320 00046 00014
Hazard ratio (95% CIP~ 0:3310.29, 072 (037 038 (041
0.963 0 0.81)
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Table 18: Summary of Objective Response Rate Based on RECIST v1L1 Criteria in Sub jects with M easurable Disease at Baseline - BICE; Full Analysis
Set (Study T384193TNSC3003)

Korzan Global EastAsian
Amivantamab Amivantamab Amivanamab
+Lazertinib _Osimertinib Lazertinib +Lazeriinth  Osimertinib Lazertinib +Lazertimib _Osimertinib Lazertinib
Analyzis st Full 63 68 33 428 42% 216 197 104 106
Number of subjects with measurable
dizzase at basaline 63 66 33 421 414 214 196 192 106
Chbjective r2sponse rate 4(88.8%)
53% CI 83.5%, 6%, !
02.8%) 90.1%) y‘ 6%)

Amivantamab + Lazertinib vs
Osimertinib

p-value! 0.8749 0.4714
Odds ratio (95% CIp-° 0:01 (028, 115:(0:78.
2.99) 1.70%
Amivantamab + Lazertinib vs
Lazertinib
pvalue?

Odds ratio (93% CI¥~

Best Overall Response
Completz Response {CR)
Pm:l.alR“pcm {FR)
Stable Diseaze (310
Progressive Dhzeass (PO
Not Evaluable (NE)

3 ¢AA
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FAFHAJT. A HF:A T TBE AEZF %L%ILXH Aee st a3 A2 Yo,
Feal AsE T2 ) A Al AT VIE At == =355 &€ Atel 2AES 5 W
HEE A

WS ot REEF G+ o] A B d T oA S tdAe] 61.8%7F RaF o m(Fobalotqle] 64.8% B =
A iAol 64.5% 23, olol mlEl AHEETAME 22 tdAke] 30.6%ATHE R okl 2
36.3% Bl = oidARe] 41.8% E3H.

AEFY VRS ofmtEl+d ol AEd Lol SR A 29.0%7F B Oow(FopA ol
245% B =l thARRe] 258%  ERJD, oldl HlE  AHEETAAMAE 2EE gidAre
12.9% 3 H(F oA okl 2] 13.0% 2 2=l thdake] 14.9% Z 3.

ELEFFAEL ofrutet+eEl o] AEd oA 22 gAY 68.4%7F R om(Eotrlorelel 71.4%
2 =l oA 823% E3D, ol HlEl  eAHEETYAAMAE 2E2d tdAY
28.3% A th(FotA okl o) 32.1% B =l thdAke] 28.4% EF.

TUHELS otrfRtet+d o] AEdTolA =28 oA 29.0%7F RaFom(sobrorqle] 34.7% 9
=]l tdAke] 35.5% EFH, olol MlE) AHEETAAE 228 A 21.0%M T (F oA o]l €]
36.8% X = thdAke] 47.8% 3.

AAbs obmRtEbH+E oA EId Tl 2 A 29.2%7F Haugom(EobAobele] 20.9%
=l gAY 16.1% £33, olol vld] LAHEET NS 228 thdAte] 44.4% AT (F oA ol €]
435% 2D =2 A 41.8% E3}).

Tz FFL ofrRte R+ ol A B dTZolA 228 Ak 35.6%7F B om(Fotaobele] 32.1% B
=]l g Akel 32.3% 29, olol Hls| LAHEETAME 2 tdAke] 5.6% T (E oA ol ¢
31% B =l A 4.5% E3F.
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Table 18: Overall Summary of Treatment-emergent Adverse Events; Safetv Analysis Set (Study 7TA3841037TNSC2003)

Horzan Global EastAsian
Amivantamab Amivantamab Amivantamab
+ Lazertinib Osimertinit Lazertinib + Lazertinib Osimertinib Lazertinib + Lazertinib Osimertinib Lazertinib
Analymiz ==t Safery 62 67 33 421 428 215 186 183 103
Subjects with 1 or more:
AFs 62(100.0%)  670100.0%)  33(100.0%%) —'l".‘l {100. {?""o; 425(99.3%)  2I3(100.0%) 196(100.40%)  192(993%) 105 (100.0%%)
Related AF 2 62 (100.0%) 36 (83.6%) 32(97.0%) 14(08.3%)  378(88.3%) 201 (04.4%) 163 (95.3%) 180(93.3%)  100(93.2%)
Related to
Amivantamab 62 (100.0%) - . 413 (98.1%) . = 195 {99.5%) . ~
Related to Lazertinib 61 (98.4%) = 32(87.0%) 408 (96.9%) - 201 (94.4%2) 102(08.0%) E 100(95.2%)
Related to
Oeimertinib - 36.(83.6%) - = 378(88.3%) - 180 (93.3 o) =
Grade >=3 AFs 46(742%) 26(38.8%) 13 133 (42.8%) 97 (45.3%) 133 (58 9%) 72(37.3% 45 (42.9%)
Related prade >=3 AFs+ 38 (61.3%) 3(7.5%) 59(13.8%) Y 43 (20.2%) 103 (32.6%;) 22¢11, -!°o} 24(229%)
Related to
Amivantamab 37(39.7%%) - - - - 102 (52.0%) - -
Related to Lazertinib 31 (30.0%4) - 7(21.2%) - 43 (202%) 93 (47.4%) - A4(229%)
Relazd to
Osimertinib - - = 30{13.8%) - - 22¢11.4%) =
MNaximum toxicity grade
Gradzs | 1 (3.0%) 2 30(1L.7%) 18(8.5%) 201 23{11.9%) 11(10.5%)
Grade 2 17 (31.53%) 103 192 (5-19"9) 39 97 (50.3%) ‘9 (—16
Grade 3 14 (42.4%) 259 31.8%) 1335 62(32.1%) 1%)
Grads £ ] 23 } 9(-: 62 6(3.1%)
Gradz 3 1 (3.0%) 34 13 (6.6%) 4(2.1%)
AFslzading to death” L (3.080) 34’- '3 (6.6%) 42.1%)
Serious AF: 20 (46.9%) 30 10 (30.3%) 92 (46.9%) 37(29.5%)
Relatzd serious AEs® 14 (22.6%) 1(1.3%) 3000 97 {23.0%) 51 (26.0%) 10(3.2%)
Related to
Amivantamab 3210 - - 01 (21.6%) - - 40 (25.0%)
Bazlated to Lazertinib (1" %) - 3(8.1%) T3(171.3%) - 23(10.8%) 24224
Relatsd to
Osimertinib - 1(1.5%) - - 24(5.6%) - - 10(5:2%) -
AF zleading to
discontinuation of any
study agent 15 (25.8%) 3(7.5%) 2(6.1%:) 147 (34.9%) 38413.6%) 28(13.1%) 38 (29.6%) 17(8.8%) 12(11.4%)
Dizcontinuation of
Amivantamab 16{25.8%) - - 145 (34.4%) - - 57 (29.1%) - -
Related to
Amivantamab ¢ 3{12.9%%) - - 100 (23.8%) - - 35(17.9%%) - -
Discontinuation of
Lazartinib 11¢17.7%) - 2(6.1%) 83.0202%) - 28(13.1%) 37(18.9%) - 12:011.4%)
Korzan Global EastAsian
Amivantamab Amivantamab Amivantamab
+ Lazertinib Osimeartinib Larertinib + Lazertinib Ozimeriinib Lazerfinik + Lazerfinib Osimertinib Lazriinib
Related to Lazartinib e 4{6.3%) - 1(3.0%) 38 (2.0%) - 11(5.2%) 18 (9.2%) - T(6.7%)
Drizcontinuation of
Ceimertinik - S(1.3%) - - 38(13.6%) - - 17 (8.8%) -
Rzlated to
Osimertinib * - 2(3.0%) - - 14 (3.3%%) - - T{3.6%) -
AF s leading to dose
teduction of any study
agent 39 (62.9%) 1 (1.3%) 3(9:1%) 249 (59.1% 23 (5.4%) Pl B 109 (55.6%) 9(4.7%) 12(11.4%)
Doze reduction of
Amivantamab 31 (30.0%) - - 103.(43.8%) - - 80 {43.4%) - -
Related to
Amivantamab ° 20 (46.2%) - - 184(43.7%) 5 = 36 (43.9%4) - =
Dose reduction of
Lazertinib 28 (43.2%) - 3(0.1%) 176 (41.8%) - 27 {(12.7%) T3(372%) - 12(11.4%)
Related to Lazertinib® 27 (43.5%) - 3(9:1%) 165 (392%) - 24 (11.53%) (35799 - 11 (10.5%)
Doze reduction of
Ceimertinib - 1(1.3%%) - - 23 (3.4%) - - 0(4.7%) -
Relatzd to
Ceimertinib - 1(1.3%%) - - 16(3.7%) - - 6(3.1%) -
AFE sleading to interruption
of any sudy agent- 51(82.3%) 22(32.8%) 13(43.53%) 350(83.1%) 163 (38:6%6) 92 (432%) 162 (82.7%) T1438.9%) 48 {45.7%)
Interruption of
Amivantamab 30 (80.6%) s = 328 (77.9%) = z 154 (78.6%) - =
Related to
Amivantamab ¢ 42(67.7%) - - 282(67.0%) - - 130 (66.3%) - -
Interruption of
Lazertinib 41 (66.1%) - 15(43.3%) 290 (71.0%) - 02 (43.2%) 131 (66.3%5) - 48(43.7%)
Pelatzd to Lazartinibe 33 (33.2%0) 8(242%) 241(37.2%) - 3425.4%) 102 (32.0%) - 29(27.6%)
Interruption of
Ceimertinib = 22:(32.8%) = = 165 (38.6%) = - 7309 =
Pelated to
Csimertinib ¢ - 3(11.92%) - - 1(18.9%%) - - 3518.1%) -
COVID-1% associated AEs
d 2 (33.3%) 25(37.3% 1404240 136(32.3%) 117 (27.3%) 51(23.9%) 76 (38.8%) 39 (30.6%:) 33 (31.4%;)
COVID-19 associatad
s=rious AFs 1(1.6%) 2(3.0%) 2{6.1%) 15(3.1%) 11 (2.6%) 3(14%) 6(3.1%) 201.0%) ERR
COVID-19 associated AEs
leading to death < 0 ] 0 2(0.3%) F(0.7%) ] ] ] o

ALFNE T2 ofputet+e o] AEd oA 228 thdate] 485%7F Raglom(Fopr oklel 56.6%
b=}l o Ake] 37.1% 29, oldl His) LAHEETANE 22 A 6.1%ATHE oFA ok}l
o] 8.8% S =<l thdAke] 1.5% E.

WE2 ovtetg+dl ol A d T oA S22 hdAre] 228%7F R owm(Fotalorqle] 22.4% B
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Sl Ak 6.5% EFH, olddl HlE] LAHEFTAAE SE2EH gAY 21.3%ATHE ok oFl 9
18.7% 2 =l thdAte] 3.0% E 3.

Hday AT ohupitet+E oA E dFo A 22 gzt 15.7%7F R om(Folalolle
18.9% 2 F=el thaAke]  48% 23D, ol Ml AHEdTAAE ZFEE gAY
19.6% A tH(EolA okl o] 22.8% B = thAdAte] 7.5% X ).

WY T raFe ofu e+ ol A E| oA 2 gAY 6.2%7F R g o m(FolA okl 10.2%
2 Gl A 0% 23D, olell HIs) QAME YA s 22 A 154%ATHE ok oFql 9
22.3% H = thFAFe] 4.5% 3.

AT AT ofmRtet+E o AE G ol A 2 At 4.8%7F Buglom(FolAolle] 6.6%
LN = odAke] 32% =Z3, ol mHlEl  LAHEIFTAAE  FEE AR
131% Atk EokA okl o] 17.6% = = oAt 9.0% E3).

Ze9 A 7+ B FA HAZMLDI = ke ¢k dulo] ofu]ulelgt+d o] A Bl Y F(n=1) L
AHEGF0m=2)2] A2l AHE T =35F9 HIEF/NMD FFEE AIFsIAT F=<d
Aol M= XA A 1] HAY

[‘

e P

6.6.4. 7talG 7 ol iR AR
e 3719] 34 YRAHNA BHUL 247 75, 96, 15.3% EFEO] o] AwAREH FET A
A 57} FuEitn 443
- REHY A HFLPAG PEG YPAME AARRY =
AEgs 9ed QY ARE FASAS
- ghRAel A9, SAE WSS QAT fAF FEolAY 27 wom FolAollels wwsts
Aoz delx AGSDE PAPLLON A @elA & ulgo] Yehou w49 s ¢
AL T YA GANA e mee FASRE S

i~

o3

o

il

H & fFfade 2o do]

NEH PAPILLON MARIPOSA-2 MARIPOSA
=l A A el A A =l A A

T AR dx | AE | x| AF | dxE | A" | g | AY | x| Y | dx

n(g) 10 13 155 151 17 21 131 263 63 68 429 429
PFS(m) 12.45 | 5.85 | 11.37 | 6.70 5.52 4.01 6.28 417 | 2750 | 20.14 | 23.72 | 16.59
PFS HR 0.199 0.395 0.39 0.48 0.67 0.70
ORR(%) 76.9 40.0 73.0 47.4 58.8 23.8 63.8 36.2 90.5 90.9 86.2 84.5
SAE(%) 30.8 30.0 37.1 31.0 23.5 6.3 32.3 20.2 46.8 31.3 46.9 29.5
HES 7.7 - 2.6 - 0 - 1.5 - 3.2 1.5 5.1 3.1
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