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NSCLC(H[ &M 2t) Hto] 20}
EGFR, ALK, ROS1, BRAF, MET exon 14, RET, PD-1/PD-L1

[A3 1] NSCLC(H| A 21| 2f) Hfo| 20}

Molecular . . -
ke Prevalence in Korea Available medicine
43% in Osimertinib, gefitinib, afatinib,
sk d i dacomitinib, erotinib
1) QO CHIZIOILE DNA, RNA, adenocardinoma acomitinib, erotini
A 221 £2 0|83 2 oo ALK 4% t0 5% in AIec_tlmI_J, _cnzotmlb, ceritinib,
_ NSCLC brigatinib
St gotd 4~ Qe A&Y. 0=
ROS1 2% t0 3% Crizotinib, Entrectinib, lorlatinib
NIH, Biomarker definition working 1.8 . b
8% i abrafenib, trametini
groupE BOI07E SEHS et i ad;ngcarcinama ve;urgfe’nibm '
& OtL|2t BIStE HEfE Ao .
= - 1.0 % in inib
2 228t 2 910{0F BT A5t MET exon 14 HcnosiaRoms Capmatini
2(199813) 1% to 2% in
2) ORAERIIHFH U AfolE, T 3| e NSCLC Se st
A WAtz 210 PD-1/PD-L1  42% Pembrolizumab, atezolizumab,
3) ZY0IM PR 224 Hof Lof ZAt nivolumab, ipilimumab,
4) i MY AAL EE B2Z0} AAL dareiiak
2ol A (FH) S 2Mot0] 2o NSCLC, non-small cell lung cancer.
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5) Epidermal growth factor receptor
tyrosine kinase inhibitors

6) FDA 7to[&etel &1 (In vitro
companion diagnostic devices.
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Osimertinib(Tagrisso) 7t ZHEE|QUCE. [2, T212]

[22! 2] EGFR Target | 24|

EGFR TKI” Product Company (Féxphjgg'c)
o A
efitinib(Iressa) Astrazerma d;’ 2003
1st Generation G
enentech
Erlotinib(Tarceva) 2004
Roche
-- .
2nd Generation Afatinib(Gilotrif) Jl E:e]}ﬂgg[;r 2013
NS A
rd Generation Osimertinib(Tagrisso) AStTaZeneca d;’ 2015
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Innovating Data into Strategy and Business
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SHRICHE ER1EeeH 70| T2t 257t 7tsotn], dd=d3st(in situ hybridization,
ISH)®, 2EEAHMBES=H (polymerase chain reaction, PCR), B 221518+ AHH (immu no-

histochemistry, IHC), ZtMIC & 7| M E &4 (next-generation sequencing, NGS) S0| CHEA
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[ 1] FDA ST SURIEHIY 8 SUACH|7| HE (Y8 U3 HAHEH)

[ Ry
SRl Hto| 2017 o|etE 718 SHRI|7|
ALK Xalkori, Zykadia, Ventana Medical ALK CDx
Alecensa, Lorbrena System
R Keytruda, Libtayo | payoNorth | PD-L1 IHC (22€3,
[ e | so-g .
(HO) Opdivo/Yervoy America 28-8) PharmDx
PD-L1

Ventana Medical VENTANA PD-LI

Tecentriq System (SP142, SP263)
7) SURITHEUS 2| M2 E-IE Assay
el U2 2=t el HEAM 2 EGFR Gilotrif, Iressa, Therascreen EGFR
&), r=IR¥2I%], 2021 F0. Vizimpro Qiagen RGQ PCR Kit
8) RAZICH 0|8 &= Tt 724 o Manchester Therascreen KRAS
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% HELE 5 BYY 4 90| 2 ot reen lont | RoneMoleauar | TEL B
A L LR {2 Br=TH| AL - ’ Systems )
Vizimpro Mutation Test
2&.
Korea BiOO FELNELE] 3 < b Bh=HiO| QTR A IE

KOREA BIO-ECONOMY RESEARCH CENTER
v



NSCLC(H| M 22T ) RITH

=% 2 <
p o T @) ()
~N m c 3 (3]
Ul = O x A £
= . e ] IS
K I & S0 <= S
L Q w o
ol | 2 = ~
,h,A =1 m
W < 2
s 8
> O
© S g g5
@ 8 =
1 <] © S [SRRC]
L =k £ 5
N = S o =
o o= = o
o fing o U
=2 =
A -
2 . O c B
5 g8 S = 2
c a © o = o | = | .
o= 28 32 2 8 % 5 8
< N aN | = 9 S5 L2 ¢
ol o e = | 5 = =
o7 =T £3 835 5 8 §/2 &
S |8 << 2 ° 4 v
s 52 2|5 £
< 2 X |2
w
=X o w e x
> < e < & = w <=
2
E=]
T H
FiL s 3
ELRI Xa
ol o ~ O
=) T 3 =
ol o =
Ho RO <
B IS

, JKCA(The Journal of the Korea Contents Association), 2019, NICEC|QHE|/ 22 27ts

220 23]

17t

&

O 20 Aoty

o] BL|E

=<3

160

IS =0l=H 2

k=3

=3

&S HI M)

>
Nla & a
NEEET LI
=] < ~ W w o IS
21329 828 8
= (V]
¥IEs 88 2
o oY O 2 Z
W | > = 2| &
oy
] <l =
s & w5
N =)
i) "B
]
©
(@} >
H = 3 g
r = a W
O! S -
Il 8 g
= o
x
LY
m_._ har & &
[} O O
S o w w
2
0
Eai) 1
£ I 0o
7o | 80 o)
¢ _ EL
iR, RSy
m._ oz M_ 5
KM= =
2l | N o]
o | Br ol
| Nto

KOREA BIO-ECONOMY RESEARCH CENTER

»
B7 s=stolomsorey



Innovating Data into Strategy and Business

€ MM

YU O Alchofl 27| Y 2= 2Ol ME 2|20 BHSats Btz e 2 E 5] MEGH0] At 74
JHRIH AZL=2 2|2Y 4 U =IUCH BO|20H2| 7HeE, BAAA 2
S W2 L0l AURACE. 0[2f SUA, BO|20H0f| |5t 2|20f| 2{FHet HASS S50 YYAIH

SEAE S 0185 SIS A 71E0) B2 2ds 2 Qo

QUM B 2} 20|, SHRITI|IIS Al OHRIH R SA| BB Alof IHE7|2b0) £45
YYAIZ BAIO| 34, HIS P4 S Mool 43 HES S 3 4 ULk 2L Aol
M S0 Aofat SHRIEH|IIZ 87l HHats X2 0f2120] 9/0f Boltt Ba|Zo| FDA S
QIEl SHIRICHY & SUIICH|7| BH{E1]S 20, {8 HUste CIEAHMISE S
2OR ZIEH|7|S WSt 0| OfLi2, ChER AT HRIASH BEOR SIS
5101 3712 B2 %S B 4 SUCh ZUOIME IS HHESH= AoH/BI0l2 RolN St
AUEHS BE 5P| SISHAHS FUZR| 17| oL AT 92 A 27 EfOIARES X
2% IIE LS S5101 H2RYS Yoot 20| B2 HOR M2tEl

CEAAZ

—

T QtQ| HO| 20HHt JITHe 2, HAMCHEr W O| kTSt O A2 21/) Korean Med Assoc 2021 January
. OFAERIA|H7E ALO|E
. FDA, O|= AlZ2| o= AJO|E
. FDA 70| =221 2t (In vitro companion diagnostic devices. 2014)
SiL=EFAt TR IR Atz
SHRITHE YR M2R E-E, 71l A& 2|20t e J& M 21%), SH=IRE2I2], 2021

p\gn-bwr\:

Writer Reviewer

g2 29, el %EdE (FIMO|EM, &7

'

Olol

BIO ECONOMY BRIEF

:1@% | ez« 5HRHI0| 3| BHHI0| M| K AIE]
w2 700 (é.”}; iEIOf to|2mt3) CE 1&, www.koreabio.or.kr

b S12H10| O QI AIES “ “‘ N

KOREA BIO-ECONOMY RESEARCH CENTER
vV d

Innovating Data Into Strategy & Business et

ISSN 2508-6812





