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o ALY whHtY|
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QIAamp DSP DNA FFPE Tissue Kit 2t b Arggt

otet 2EE MY M 2o Mot 48 7te, 2218 Y X EotE S AESHAIR.
Mgt HEE NESH AMEAXIE(Safety Data  Sheet, SDS)E  HHESHUAIL.
AR AKXt 2= www.qgiagen.com 0| Al 22101 PDF HAlO 2 ALt 4= Qo 0] 7|0 Af 2t
QIAGEN 7|E 8! 7|E F-dZ0f| i SDS & O0tA 210 Qlafgt o= USL|CH
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Analysis-Only Rotor-Gene Q Series Software VIRTUAL MODE - therascreen KRAS QC Locked Template 2014-10-08 (1) - [KRAS Analysis]
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Run ID: [ ayout of th d
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Mot used Motused  Notused  Notused | Notused
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Motused |Notused Mot sed used
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Moiused  Notused  Notused  Notused  MNotused | Notused used  Notused  Noiused
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Motused |Notused Mot sed
Postiond  Postorcl6  Postion2d  Poston32  Postiond) | Postiondd | Fosiioe6 | Posiion®4 | Pastion72
| clck tewn 57 StatRun Motused  Notussd Notused  Notused  Notused |Motused  Noiwed |Notused Notuser
RolorGere @ Sers Softwre 231 ineraeteen KFAS Module |VIRTUAL MODE | Cutent User GLOBAL fovek {dmiistetos, A Ansbst A Operato) 7

16. 21X FEH F2/0f w2t Run ID(EH ID) ZE(OF2 02 1)0] ¥ IDE YHTLIC
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B 8 2X7t €= AH 0|52 Layout of the pipetting adapter(I| I & O H4%{ B X])

[=}
20 257 BA|ILX| &S =+ ASLICH

34 therascreen KRAS RGQ PCR Kit A2 X|&  08/2023



18.17 E7/18 Eolol BE 271 4Hl0l 0|28 YBHIAIR.
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VRotor-Gene Q Series Software l'g\

i; Warning - There are unused Rotor Tubes. Gsod

Please fill all unused positions with empty tubes.
Do you wish to continue?

e

20.Save As(CHE Ol S22 M) 0| SEUCH HES MUY S MEIS D Save(M ) E
=

t.
ZEot0 PCR 2= ME & 2IX[Of *rex & T+

Iﬁw- Puositior: 3
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5 Pasitior:41
= & Mot used
— ®O|- Desktop » - | 4 | | Search Desktop
Organize v New folder HF w @
Fuositior:42
' Favorites * [ Libraries | RGQ23 LEEeed
Ml Desktop A Kenny Love - QIAGEN . therascreen HB anc
8 Downloads W Computer “CUSTOM_REX_TES
"l Recent Places G"j Netwaork ). lovek - Shortcut Pasition:43
|4 data_Analysis_2 | AP Documents @ Products - Shortcu ot s
. Assay Profiles J. DCR “therascreen KRAS (
[&5] Pictures | Desktop Cleanup “therascreen KRAS (
| futura Fasitior: 44
Mot used
-l Libraries JuLCM
@ Documents E Locked Templates
& Music | Mew Assay Packages
|l Pictures v |4 [ b onlﬂz:;ﬁ
File name: | -
Save as type: [Run File (*.rex) v]
Position: 46
Moot used
= Hide Folders E Save ] [ Cancel ]
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36 therascreen KRAS RGQ PCR Kit A2 X|&  08/2023
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At A2 A[EFSHH Run Progress(& 2 TI3l) Bi0| Ats o2 | 2= =8
LIS AldH |7 | = |EI | |-

* Analysis-Only Rotor-Gene Q Series Software VIRTUAL MODE - therascreen KRAS QC Locked Template 2014-10-08 (2) - [KRAS Analysis] [=&@][=]

% File Help

View
Setup T Run Progress T Analysic
72 minuta(s) remaining
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“% Analysis-Only Rotor-Gene Q Series Software VIRTUAL MODE - therascreen KRAS QC Locked Template 2014-10-08 (1) - [KRAS Analysis] [=l[=]==]

't File Help

J View 2282

S
Selup T Fun Progiess T Analysis

QC Sample Result Table:

TubslD | Sampls Name [ Control Assay Ct | Flags/warnings [Status

1 PE Contol 240 Valid

2 MTC Control - Walid

3 Sample 1 27.40 - Walid

4 Sample 2 2269 Valid

5 Sample 3 2% Valid

E Sample 4 2936 Valid

7 Sample & 3034 Walid

8 Sample & 3116 - Valid

] Sample 7 2269 Valid

10 Sampl & 236 Valid

Fotor-Gene O Series Software 23.1 therascreen KRAS Moduie | VIRTUAL MODE | Curent User: GLOBAL lovek (Administrators, RG Analyst, RG Dperator] Y

22.0i= Z1}7t QC Sample Result Table(QC ZA| ZntE)o 2 g L|CH

38

o [HETS HAYLICHPC CHE X NTC OHE, Zt2f RE 21X 1 3t 2).

B19] O[LHO| B ZHZt2 "alid"(R-3) AFEH 2 HA|E/LICH
t7t 518 2| O|LHZ} OtL| B "Invalid" (R &) Z1t7t HA|E LT,
o
o

Cr 2£0] >32.00 O|®H, "Invalid"(F &) Z1t7t HA|E L|C}.

DNA 2| 20| =g ei0| M0 SZ2otXA| GhaLICt.

AME MAALELICH DNA 2| 20| Ot SEoHX| e 7tsot 3% Y =52
O =ESHYA[2(EHLL: "Rotor-Gene Q therascreen KRAS Assay Package E2i 1",

54 HO|X|, & "EX| 3{Z 7I0[=", 60 T O|X]).

AH Ch= 8 Cr 240] <21.92 O|H, "Invalid"(F =) Z2t7 EA|E LT}

DNA 5=7F Q0| 242 5t7|0f &2 &5 ULt
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3|48 LU EAS(FE D2 8148 3 LA BlAE BT
Cr 4401 21.92~32.00 7t E| =5 3| A L|C 1:1 3|82 Crat2 2 1.0
S7tAZ LT

o ZX| CHE EFS Cr 340 21.92~32.00(21.92 < LHE Cr > 32.00)0| 9, "Valid" (S-5)
Zap} mAIE LI

P

23.Report(2 1 A) HES
BeteA) Ho| 2L

[=]
HIM)E MEIS S Show(HA|) S 228t

* % Analysis-Only Rotor-Gene Q Series Software VIRTUAL MODE - thersscreen KRAS QC Locked Template 2014-10-08 (1) - [KRAS Analysis] E==]
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12ALA(FE 12ALA) 19.76pl x (n + 1) 0.24pl x (n + 1)
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 Rotor-Gene Q Seris Software VIRTUAL MODE - therasereen KRAS Locked Template 2014-10-08 1) - [KRAS Analysic] ==
e ep [-1=]=]
View 3558
8280
Totw 1 FrPoges T e
e
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http://www.qiagen.com/

d& 2t

QIAGEN 9| ISO ?1F 7! 22| A|AH-I0f| 2t therascreen KRAS RGQ PCRKit o] 2+ EE =
Loz ME SES 2G| sl A 2 E AFZO et B AEE L L

_1 re)

=7 At

Mgt Aret

O HAEL KRAS |TXte] RE 12 X 13 9o 7 JHX| EHHI0E HESEE
HAZASLICH Z0H7F "No Mutation Detected"(EHHO| AEZX| AZ)E ENkE|l=
AH= 0l Mo =2 AEEX| s KRASSAUHO|(0): 13CYS)E Z&dt /S = AELICH

=0l HE2 ANel FZ241 AR EXMts SF 7t DNA o &of et
St LICEH HA L DNA o == 87 Z2ar ZH|2| 0] S ARHO| 240 S=OHK| BALE
HF B2 0= 2AE gtEsof gt

therascreen KRAS RGQ PCR Kit = Sgt2A A4 B-E(Polymerase Chain Reaction, PCR)
HXtof| AL E LT 2E PCR EX0| A et O AHM7E BAF 2HE 2| 2/ F DNA &4 LE
UG HEEECIDNA 22 2HEE £ ASL|CH 2 X 3 =2 A0 LYLX| REE

FOSHUAIR.

therascreen KRAS RGQ PCR Kit = & &#HO| TITHY| AFE E|X| QF& L Lt
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HIAMZH L AA 2| 22 therascreen KRAS RGQ PCR Kit = KRAS G12C S #HO| =212
ot AYULICH Ol HAE &= 2t SABO| B3 0| ZH = MK Ql SHHO|of ChSHO] 71
LSt AAL[ASLICE DLt SAHBOI7F HEE HHMO|M CHE SHHO| Bta1te)
WXt g30| Y = UG = 0[He EO1“:'10| 80| ¥Eo|H At= £[H ACT
o2 Z A ELIC therascreen KRAS RGQ PCR Kit = ZE X2 17y mfetfl z=of 2525
Z=X A H[ M 2= QF Z= |0 CiSHo] Tt 7&§5|91§'—| Ct.

therascreen KRAS RGQ PCR Kit = QlAamp DSP DNA FFPE Tissue Kit 2t 2t A& 5= Z<0]
CHSH M B AS =R & LICH Rotor-Gene Q MDx 7| 7|8t therascreen KRAS RGQ PCR Kit 2t
SN AHESIEE AT EIRSLICH

= O o
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o

|2 2= A YX|E(Positive Percent Agreement, PPA) 96.3%, &°d 2 X|&(Negative
Percent Agreement, NPA) 96.3%, T & Y X|Z(Overall Percent Agreement, OPA) 96.4%=
LIEFA S LICEH 6 702 Aot Mol AMNE M elet THM Z2IE 4 95% 412 7 ZFHConfidence
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M YK 132/137(96.35) 92.69~98.21
g gR= 52/54(96.30) 89.41~98.77
oM Axle 80/83(96.39) 91.30~98.55

H 9(CHS H|O|X|)-= therascreen KRAS RGQ PCR Kit 2t Zetsk 7| M M 7+ LK

ME AT s 2O FLC

therascreen KRAS RGQ PCR Kit AtE X| &

08/2023

[off Chet

65



L€l Al vl 0 € 44 0 £ €8 ke 2
91 - vl - - - - - z WATL
€ - - - ) - - - - SATL

L - - - - ! - - - 2uvzl

oo

8 L - - - l - - 08 54

kg dsvel VACL L ENA SADZL dSvel  O¥vel Vivel RS &Xiz [o ISV

Rz lompE o&E BlIvlch &R

FEBIIZER RRAR lofR SAMN YD ODY SV usaosvseyl 6 &

08/2023

therascreen KRAS RGQ PCR Kit AH& X| &

66



R M Aol HOHE E&37| fI5t0] & MmO M MEE 7S 271 742
CRC FFPE HH| MEE =E5t0] SAUBO| HE7F S2AXX] @2 250 7H2| HA<t 3|7
H7F 22 21 74e] HHE oA 23T 4o

EQHO|E Srfisl7| Qs SABO| AE
QutsE 7| MY EM Dt H| mEH S L|CH

= 13 M(~5%)2 AMOIM therascreen KRAS RGQ PCR Kit B7IS I8 |2t HH| 7t
ZQ3MGSL|CH Fetst AT G 2M A LE2 271 7He| AKM| SO0 M 24 7§ = therascreen
KRAS RGQ PCR Kit 0| M £2HH0|ASLICHET e CHE Cr ©9l, CIOIE Dj&EA|). €X|&
=242 Fast XSk U therascreen KRAS RGQ PCR Kit Z1HE £ 21 247 71 AKX 0f CHSHO
HAZASLICE 9 7Hel E YK AM 7t A[SLICE 247 7 AH T ot = SES S7IM S
=40 SHHO| Fd ZAUE EYUSL therascreen KRAS RGQ PCR Kit O|M=
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therascreen KRAS RGQ PCR Kit 0| A 2 ZutE EYoLt dar HI[ME 240M=
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H 10. LX| 2M(F HM A7)
yxe 54 HI (%) 95% Cl
A x| 238/247(96.36) 93.73~98.09
SLYSECTPNE=S 106/107(99.07) 95.64~99.95
oM Ak|E 132/140(94.29) 89.93~97.13
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EgHo| EAHO| 3[M =Z(%)
12ALA 0.13 0.27 0.54 4.30
Hetsh 5 (%) 0 0 91.7 100
12ASP 0.56 1.13 2.25 18.00*
etk 5 (%) 0 8.3 3.33 100
12ARG 0.16 0.33 0.65 5.20
Mot T (%) 0 0 8.3 100
12CYS 0.12 0.24 0.49 3.90
Bers BEw) 0 0 83 o
12SER 0.31 0.63 1.25 10.00
Mot T (%) 0 0 33.3 100
12VAL 0.17 0.34 0.69 5.50
Heteh 5 (%) 0 0 16.7 100
13ASP 0.63 1.25 2.50 20.0
Mt Ty (%) 0 0 0 100

* {rd ENE =11 0|
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B 14, 22 3|4 AlZ| 50| g 5|40| $4EA W BHO| UEg

=gl =UHO| 3|Y E5(%)

12ALA 0.27 0.54 1.08 2.15

Heket (%) 125 20.8 33.3 83.3

12ASP 0.56 1.13 2.25 4.50

stk 5 (%) 0 8.3 3.33 83.3

12ARG 0.33 0.65 1.30 2.60*

Hetsh 5 (%) 8.3 4.2 29.2 52.2

12CYS 0.24 0.49 0.98 1.95

Mk ThE (%) 8.3 4.2 20.9 542

12SER 0.63 1.25 2.50 5.00

Hetsh 5 (%) 0 0 8.3 33.3

12VALT 0.34 0.69 1.38 2.75 11.0 16.50
H ksl oY (%) 4.3 16.7 46.7 75.0 100 100
13ASP 0.63 1.25 2.50 5.0 10.0 30.0
R shst T (%) 0 4.2 8.3 33.3 70.8 100

* 2,60 2|0 A 12ARG °| F=t M =2 =& 23 O|ASLIC.

-

O] A|2| =0l M 12VAL o] R=Tt SH&2| =& 23,24, 15, 16, 13, 12, 19 A& LIt
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HO|(UE - )2 HBER ¥
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E15. 52 CT L 52 CT 3|4 Al2|=0j o8t 2X|AE 2|7 6|0|E|(LOD)
24 g %3
12ALA 4.25 0.56
12ASP 10.23 6.43
12ARG 7.27 0.87
12CYS 6.90 1.21
12SER 25.75 4.20
12VAL 5.17 0.90
13ASP 18.83 4.16

EQ Cr 20| THEF 22~27 Cr Y U FFPE M ZFE ARSH |5 LOD 20| B 16 0Of LIQt
UAELICEH Cr £ ol StTto M= 240 RIZ =Tt stafatL|Ct £ 2 DNA 2| ¥2 &&
Helol =2 X FI S XFo|M AEE|= BRSO OFMH Cf SO0l DNA 9| 5ot
HEES LS| S22 AHES ZEHX| %2 = ASLHCH

H 16.FFPE M ZFE A8

rot
N

EHHO|of CH Bt LOD 2}

£y LOD o5(0F44% DNA L| E21%#10] DNA ©| £ 8)
12ALA 0.8
12ASP 6.4
12ARG 2.6
12CYS 1.5
12SER 5.6
12VAL 1.6
13ASP 6.4

therascreen KRAS RGQ PCR Kit AF& X|&  08/2023 73



o
ofn
e
%
o
1o
10

e
i
)
o
Z
>
H
oot
o
EJ

o
lo
e
iy

2
il

O| =S
— =

2ol A
t-&3tof

»
-~
@
O

therascreen KRA

J

nnone rjo i
H
X
o
o

ox T

>
O
[«
]
rlo
ne
e
%
mo
r Jo
Ral
g_l-
X in
|0
Hu
> 2
0
I
-
_lT!_
O S
re
11

1z
1o
f

o . F
3
m
el
My MO
=
P

0x

g

Loy I2
o 1%
v

ot

Y
o
0
I
-
fin]
® g
ANl
lo
4 Hm

=2

NA

=
[=)

oy >x

]

gt CrE 7t DNA

o
e
I~
I}
N
o
Z
>
[>
Jfm
o
Lot
x
els
2
10
o HC
ng 0
4
=2

Y
as
o
zZ
>
i
=)
mjn
3Q
il
-
n
™
N
O
Hi
| >
fm
mjo
H
oot
rot

N
-

? LHel ZF XIFEOIM 6 JHel =X HAEE ™SI ZETH
| [Tt 2t SOl B3| 3| A HHLQF Z1tofA 1
Lt} QLELICE. therascreen KRAS RGQ PCR Kit 2 HAEEl 2t

MM =
Heo| ZX ChYet E DNA T =F0M SEE AC o
ok

3Q O
o>
il

> :|0
A
J
1o
BN > 1A N
X rlo op o 2

therascreen KRAS RGQ PCR Kit O] 2t5 B0 28 AIH X|HEl =& 7|& O|LE L2tg|
LIEFGHS L CF.

E 17.DNA T Q0| £& CH= 2GS G HRI0M AC 20l D|X|= BE - FFPE M =F

341 34 2 843 3N 4 314 5
EQHO| QF 20~21C; OF 23~24 Cr OF 26~27 Cr QF 29~30 Cr 9F 32~33 Cr
12ALA 1.56 1.25 1.16 1.14 1.27
12ASP* 2.46 2.18 2.11 2.11 1.75
12ARG 1.18 0.63 1.08 0.94 1.06
12CYS 0.29 0.25 0.15 0.26 -0.1

* 12ASP o & EX== 27 O|ASLICH

CtE HO|IX[OM & A%
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>

O HOIX| 2R H &# 4
H 17.DNA S0 £¢ oix g

oo J

CT 'H2I0lM ACT Ztol 0| X| = F& - FFPE M ZF (A%,

341 8142 8143 8144 814 5
SO oF 22~23 G OF 24~25 C; of 27~28 C; oF 29~30 G oF 32~33 G
12SER 2.91 2.21 2.15 2.15 2.08
12VAL 0.98 0.71 0.58 0.81 0.67
13ASP 3.57 2.84 2.54 2.46 2.62

therascreen KRAS RGQ PCR Kit 2| & H (0] 2K 2t S0l B30 M| PCR 2| A&
N EF ZES U= B3 Husto YSUSLICEH 2 SAUHO| Bts & i B30
SE as2 2MN1/712870)]-1 B AMEJELCH SHHO0| Bh30f H|s| ChEFO| S5
BE2ACG(E, SUH0| BHE) 7t 249 2t He{o|M LetdS EQICts AS LIEF- L T
Oiz= Bh3at SHO| Btg 2t & 82| Z|0f Xt0|= 13ASP 240N HEEASH,
289 oX AO|= o 14.5%AELCH HO|E = & 18 0 2|0 ASLICE
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EU =TS L4 22~23 Cro|MEE A[ZISHA therascreen KRAS RGQ PCR Kit 2| -5 H2{0f
2N HIISHE AO|RELICE therascreen KRAS RGQ PCR Kit 2| LOD 3f2 X=7|0f| FFPE
MZZFO0|M =3 DNA E AFSHY AFE|JASLH O O3 o, thx 88 Cr7h~23 G o
SiEdt= DNA 252 FH|YSLICH 0] 252 O™ DNA £ AR835t0] Of 2 HiX
ALMo =z BMEte HERIQl & OMdd DNA = LA FXISHHAM SCHO| DNA
HE2 HotAIZSLCH mete ddE 2 2232 sYs 20 2 529 DNA £
bR K|BF Opd e Of 20| DNA 9| Hl&& Et&ELCt

QO] T 6 7o EX20| 23t DNA E0| FH|ZASLICE 2+ 3N K- 2t
SHUHOIQ| Cr & ACr HIO|HE AMASLICH SHBO| B8 G ¢4 A== 2|2
2es AMMel, Ofx g3 Cr A4S 24 SAWO0|9 3|M AlZ|=0M LA
LIEFRE LT B8 Cr 20| X|HE He?

VES 9](21.92~32.00) O|LHOf| £38H= 2+ ZAK O A
ALHELICH SCRO| 88 Cr Of logz DNA £¢ 3M2 MY 3|7 ZEZ
2 Zto] EnE[AELICE
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1012 LIEH S S BOIFASLICE BlO|Ej = B 19 0f 22of gLt
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Ao LE= FIHE S 421 71 FHMOM 29 702l ANl= FalSH HE M 50% 0] &2|
Us Aoz Q| AELCt 0 29 742 HM F 28 7= P 4o °“‘7|A1°"

=M1t ZX|5t= fEt ZOE 2RASLCL o 72l Z21H= DNA 7L #5350 2 A5 L.

o i
Ot
rr
)
Z
>
u\l
:J_
_&
to

2
1o
bl
H
It
N
bl
of
rr
>\l
o
3Q
>
p
n
El
>
to
1%}
1o 0
ik}
=
14

o AN E(@f/ 20| E ﬁﬂEHrc‘-,')

o M mzTIE

o M FEO| (" XL7|")

o A2 = 7|E Al2ko| 9

® Rotor-Gene Q MDx (US) 7|7|0] 24 RE 24

O] HTO|M= FFPE HEZEO| AFREUASLICH O EZE I 12ALA HEE(12ALA HH22
7|E0|M Z[X LOD € &¢I E130|7| I Z).

O] &= Rotor-Gene Q MDx (US) 7|7| &< OfLff 8l 2l 7F @Y 7tsd=5 Z=ASH| 213
1 o D

DOHEl 1074 PCR MO FHEIYSLICE O/F HlAE Mol NA 7t £
Sl FEE ALBSI0l SOHO0| DNA ZEES 292 HAEHSLITH

OII‘
O

O] @719 Zit= WAt 2FS HESH| flet O OFd Y DNA FESME HE 7t
LES LIELHX| kS LI
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|1 ==°] DNA
AX| FFPE M| Z3= DNA 7F A8 & & LT

3

- OFAi s KRAS DNA

£olx

b OFYE DNA 2| H

tZ] I3l OF4& FFPE Al
=T CRC BY =20 A =& DNA 2| 60 71 EX| 22 therascreen KRAS RGQ PCR Kit

45

Zo| 32 ¢f

Klo

=
=

=3t DNA 9o ZE<,

22~23 O|AE LTt M 7He] opdd CRC AHAMQ| THE Cr gt 24~25 RAELICH O] Zit=

SLICH FFPE M ZZF0|A

SH
PN

Bt

At-&3t0]

A0l & 21 of Liet A LI
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B 21. SQHO| 2H3o| ol KoM ZEE XX Ha AG
AH 4H 2 4H 3
AG:ET AGET AC:ER
ZHEE X[
QMo W  Hem AC: (£1x) (£1x) (£1x)
12ALA 8 12.76 18.00(11.40)  18.62(11.50)  20.03(19.36)
12ASP 6.6 10.35 10.90(9.62) 10.34(8.84)  10.68(9.01)
12ARG 8 14.26 20.33(12.94)  20.02(13.20)  20.03(19.36)
12CYs 8 13.66 20.62(17.38)  20.29(19.62)  20.03(19.36)
12SER 8 11.97 17.26(11.14)  17.90(11.42)  18.05(10.44)
12VAL 7.5 11.81 14.87(11.46)  16.27(11.50)  18.68(11.36)
13ASP 7.5 10.94 12.35(9.08) 13.68(10.69]  14.82(9.97)
HE0|X S%/uAt Bt3/HElY: S AHHO| 24 KRAS DNA
CHE B8 Cr7h 2 23 O] E| =& 2} FFPE M ZF 22 H DNA AAE FH|SH0] 1529 £¢
DNA E 7t7l S¢1H0| AN E R E B = =0 CHs BIAEMSL|CH 2 SOl AKX 2
oM 7ie EMES WIS LICH AXe SAHHO0| HEZ2 MIZF DNA 2f SHHOIA|
R0 oo ZEEUSLICH B ACr 240 & 22 0 HEAIE|O] oM, SQHO| BtE
Zto] WXt RS 0| AZSES E0FLICE 12ALA SARHO|E ZEL|YUSD 12CYS, 12SER,
12VAL BH30| CHDE ACr YAHZIELD 22 ACr 42 dM8MESLICEH 12VAL E9H0|=

—
SEEUAS

2E AMOM HAE Zie Mz BE 0|FR= ZgHO0| HSoM
FeAYSS BOFLILHF, 2™ ACr 20| SHE SABO0| THEY).
Atelle AE =X ERAAL AC LAIZE SOl AASLIE

82
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E 22. =2 5 HPIC| FFPE M| ZF DNA £ A-E¢t EAHO| H3 S 7ho| AG w2

E¢Ho| 2 (ACT)*

EQHO|

DNA HOE  2AlA  12AP  12ARG  120YS  12SER  12VAL  13ASP
12ALA 8 142 1266 - _W
12A5P 6.6 1256 242 - - 1344 1121 1355
12ARG 8 1302 1156 102 1142 - 1343 1266
12CYs 8 142 1248 923 098 - - 12.88
12SER 8 - 13.39 13.31 - 3.02 12.99 13.97
12VAL 7.5 - - - - 1338 028 1374
13ASP 7.5 - 1329 13.89 - - 1436 45

* M2 HZS O|RE HES2 AGE a7/ BAEY 2 WAL BRSOl i5S LIEF LT
H P

therascreen KRAS RGQ PCR Kit 2| UM =2 CLSI EP12-A % EP5-A2 o HHZ2 Z&st=
ZT2EZS MBS0l AFUESLICH21, 22). 24 CRC BKHE O BItof| AHERH&LICEH ot
7Ho| Opat 2t EIto|OrCE B 72| HK|E therascreen KRAS RGQ PCR Kit £ AHE 510
HIAEMSLICEH 370 7|20l 2t2 2 Ho| HAAZL B E HHN A E2SE2 37 EEQ|
therascreen KRAS RGQ PCR Kit 2 5 Y7t Of Y S}F 2 o] HAE HAZMon, 28 AHG 2}
AHe 27 EMES AEHSLICE 2 AHel ZF Eh30f| CHsl 22 Cr X ACT 2t 24t

d& 242 So 2SI
therascreen KRAS RGQ PCR Kit 2| M2 K=& SAHHO|H|(3xLOD) X OF = ZK| 0 A
USERen, dad A ol & A { EE, EE A AR 248 2E
EM0M %[ 39/40 o Hetot SAHO| TFO| LIgSLICH C50 ! 3xLOD #ME
AHESHO] AT E 24 FEX(Ix BEEEHXNE E 23 X B 24 0 Liet L& LICE
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AG: 2| %CV EHHO| G2l %CV OEZ G2l %V
=4 3xLOD C50 3xLOD C50 3xLOD C50 WT
12ALA 13.14 8.32 1.87 2.02 0.97 1.12 1.12
12ASP 12.86 5.87 1.11 1.00 0.90 0.90 1.04
12SER 13.97 10.43 1.71 2.11 0.94 1.19 1.15
13ASP 13.73 9.35 1.91 2.08 1.11 1.41 1.19

AG 2] %CV EAHHO| G2 %V =2 G2l %CV
=4 3xLOD C50 3xLOD C50 3xLOD C50 WT
12ALA 10.71 7.51 1.69 1.76 0.77 0.90 0.79
12ASP 10.16 4.08 0.93 0.89 0.80 0.76 0.76
12SER 6.76 6.18 1.10 1.48 0.80 0.90 0.90
13ASP 8.67 7.01 1.30 1.65 0.91 1.19 0.97

A A ZEO|M 80 712 EX2 & XA 79 77t F=et SO
42 RSLCH HE3 myo Wﬂ HSS 99.6%(1115/1120)22, SX0
QA (3xLOD) HHI7t 99.6%(558/560)9 1, SHUHO|7t ASE|X| %S (OFMY) AKX 7t
99.5%(557/560) H& LICHE 25).

HH &2 AOIE LHOIM = A 0| B Opd Y HKE B AESH 3xOD AM2| =8 HIE22
C I AKX |
I

84 therascreen KRAS RGQ PCR Kit A+E X|&  08/2023



25 WHH Hetoh ¢y

=¢HO| 3xLOD #H| ordE HHI(RS)
12ALA 79/80 80/80
12ARG 80/80 79/80
12ASP 80/80 80/80
12CYS 79/80 80/80
12SER 80/80 79/80
12VAL 80/80 79/80
13ASP 80/80 80/80

AH XMel Hasd

therascreen KRAS RGQ PCR Kit TZXM|A 9| EI 2 4dHM NE| HasdS HItst7| sk
10 72| FFPE CRC AA|(OFd™ 370 A SAHEHO| & 1 7H)0ll M 2t2F 30 72| &=X& Spm
HHZ EUHASULCL O EHES 3/ HAE 7[5 1 RO 2 22| HiE5HY 2 7| #0|

FFPE 4| 2 10 7] ZH(B 100 ) &% GO B22 2 300 40l DNA £58
F0M 298 7ol ZH 7t KEYELIC

Al

7ol LX[E82 99.33%USLICH 2 B2M0IM AC:
¢S ™Y &4 O[O MO 7| = ANOVA
|2~ 712 W} £4h2 12ASP(0.30)0fl A 7+
QSER(O 05)0 M 7+ =S LICH SOl 5L OFEH
AXel ®FE HX}f(Standard Deviation, SD)E A&t Exd ACr 2f2| AO|EYE Hn&
oMol 02 2™t X E HOFJUSLICHE 26 X & 27). O|H A= therascreen
KRAS RGQ PCR Kit 2f 225t DNA =& Xt & AKX H2|e| YK =& HolFL L.

b
>

-

n
il
ral

1
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26, EUHO| R HH2| B AG(SD) 22| AO|EE H|w

AG(EE HA}

12ALA 12ARG 12ASP 12CYS 12SER 12VAL 13ASP
AOJE 1 2.44(0.1)  2.62(0.3) 3.03(0.6) 2.24(0.1) 2.34(0.3) 2.51(0.1) 3.93(0.4)
AO|E 2 2.44(0.2) 2.52(0.4) 3.01(0.7) 2.29(0.2) 2.10(0.4) 2.44(0.5) 4.15(0.7)
AojE 3 2:67(0.6)  2.52(0.2) 3.07(0.5) 2.29(0.2) 2.74(0.5) 2.56(0.2) 3.95(0.3)

H 27. OPHE ZN|Q| M ACH(SD) 22| AIO|EE H|
AG(EE HK})

12ALA 12ARG 12ASP 12CYS 12SER 12VAL 13ASP
AO[E 1 12.46(0.3) —* 10.37(0.4) - 11.84(0.4) 12.36(0.5) 11.11(0.6)
AOJE 2 12.09(0.6) 13.07(0.2) 10.17(0.5) = 11.71(0.7) 12.20(0.6) 11.00(0.9)
AO|E 3 12.07(0.2) - 10.61(0.4) - 11.94(0.3) 12.28(0.6) 11.82(0.5)

* St 0| HEEX| FFo= Qloh ZHS LIEY LT

=
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Hu

E ¢z uetd

00| Z2=0| Y2 0|X|= REE - EE BHEZ M0 CH3 &R 0| BItz|A&L|Ct. O
AT M= 3 7H 2E2| QlAamp DSP DNA FFPE Tissue Kit(FFPE =% 7|E) 8l therascreen
KRAS RGQ PCR Kit 7t Zt 2E 9| FFPE & 7|EE A0 HIIE|ASLICH DNA = 3 71
ZEO|FFPE = 7|EE ALEOI0] FFPE M ZF22H ==, HEf 23, 26, 31 2| S8
= Cr 2t2 #= DNA AHMES2 HSASLICE O|H Cr ¢f2 therascreen KRAS RGQ
PCR Kit Ol M ol El Zts HR 2| & DNA £ +=F0| ZX| =& MEEJASLICHINE Cre
21.92~32.00 O|Uf). 2t =2 Cr atollAM 2| of M 7Ho| =X 2 =2 3742 =8 A therascreen
KRAS RGQ PCR Kit ZE 2 Z}Zf HAEYELCH AC 4f 8! S¢BO| HYS E= HAE

HHOIA S ERELICE A YOIE 67 SEE QA HAE0| 100%014 HEE Hets

— — O™=
SABO| HHOR FSFEUCH, 0|42 N SHRHO| THHO| LYot ZEQ| FFPE =&
7|E Bl/XE = therascreen KRAS RGQ PCR Kit & AF23t= Z40| G2 BIX| A2 S 2H0lg
FASLICH
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HIAMZHS Az d5 58

ZZ BHA (Limit of Detection, LOD)

therascreen KRAS RGQ PCR Kit 2| LOD #t2 O|ZF10| FFPE MZEZF0|A Z==3% DNA £
AHESH0] Z2EEAELICH O AT =XH2DNA &7t Ao QIXHZE ofe o,
HIAMZEEH A& AHESHO] ZF SOl 2412 LOD 7t OF & DNA 2| Hi Ao 10%
SCHO| e O|StU S MHASSt= ALULICH LOD MASZ2 MESF AN ==Z(12ALA,
12SER, 13ASP) % & FFPE H|ZAA|
AHESHY ™| JASLICH =X 2E

ZH 2 AA(12ASP, 12ARG, 12CYS, 12VALE
AT M= 12ALA, 12SER, 13ASP ST HO|E
=
=

| =
LIEtUW= ¥ M7t A& ASLILE o] &g HIAE HMNOAM == DNA &

- Oo O

re
re

orde AN(2lMM =z Ar8)7t S DNA £ +=F2=2 YA 18 s
U0 Y AN E H2 +Tof =CQBIO| DNA 22 MG LICHOITHO
Z74E LOD 2 FolE). 0| &Y DNA GHl= U= Etg 2= 2E S0 #HE
=g=E2  A8stol  HAEJSFLICHLIOD SdABol gy $ELZ IMT
HIAMZE Y AMe 2EE SAHO| &Y HEE0 ol B 2 95% M| 20| 95%
Olg2= H 160 Liet A= ZYHTY AN LOD s MASHSLIC

Mz o2t 2A A+

Of Ao =H2 FFPE M=ZF MO0 ==t DNA X Y FFPE B &M ZEH Y =2
AN =Z3H DNA Of Ciolf =22l A= SHA (Limit of Detection, LOD), 21 O]+ 3
ZAo|M o] MSED Hl ot A4 FFPE HIAMZHQF AKX el XA CHMAMZAM FFPE
BlAMZEHSY MZZ HHMo| RE8HES Z%= AYLICH Lot Of A= FFPE MZEF
AH7E KRAS 7|EE AMESI0 AAIMES M A4 FFPE H|AMZDY HAHMELCH 4S50

ZOX|X| 23S LB 2ol A= AS LI
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2 QT £ KRAS SQIHO0| %M FFPE MEF ZK|(KRAS Kit 2 U4 HZ)Qt SUsH
SOIHO0| AEjO] £ KRAS Y4 FFPE AME AFRZLICE C100(1.5xLOD), C95(LOD),

C50,C25,C5 H|g2| st QRO HE2 M3 AL E oo l= o H 712 5| A
FELE Z AN mid HHO| O HAEMSLUCH 7Y HEEO =2 KRAS 2=
12 2CH0| & & 7HX| 21 G12C(12CYS)2t G12D(12ASP)E O] A0l AHERHELICE

= 7|_x| EEHI EEII% _E_
SAHAH2=Z FoIsHA A
J2{L} KRAS G12C =¢
AH 20 AT, M=
12CYS MzZF= 3l
AL, O|Bft M 22

pe=llng

AN

1%

of AtE3HELICH KRAS G12D = #0|o| A<, T|O|E Z1t7t
FEY HA 2t 952 X017t flgS LIETLIA] Bt LTt
2| B2, Mz &g HIE0| o5 THE 3|4 +=0lM Y
7t ¥ ML 50| @0HK i Es d%éﬂ%'—l Ct. 12ASP %
o AN ECH §50| @okX| @A7[0f AT 3E 7|=0| SFEX]
4 &

[ M
S AT E 7ol 2Y AHE ALE = [ NN 2 AHE &R

=32
0

of

A
T

M po -|>I

LS
71
(=13
=

52 62
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2 etF MOl F7IME 240 H| WY therascreen KRAS RGQ PCR Kit
x (o] o |.

Stz A0 A LICHE 28).

H 28. A40{2} KRAS RGQ Z 1} 7+ AF2 27|

M0 Ay KRAS AfE

Ul (M| 8) Soiso] o4 soiso| FEEx % 27

Eoido| ¥ 79 ! 80
121.94) (0.28) (22.22)

soisio| AEEx g 2! 259 280
(5.83) (71.94) 77.78)

. 100 260 360
(27.78) (72.22) (100.00)

HNZ 250 2A, FNA %L CNB o] 22 & LIEH= =

FFPE ZX|ZI KRAS Kit 2F 20 ezl HI|NE 24

A EAELICEH DNA & 2 XM &5t =
HAEMSLICH 360 702 R=ot ANl 5, 340 7HS| AAM7F KRAS Kit oF Zyer AI7[M S

=4 7t EX5tE 2AE S SUSLICE ol2(eh LX|SHE AH & F 7HOIA StLt= KRAS

Kit O SQ0| IHES EAXL FyF 4ol H7IME =40l= 0F =gHO=
Lt2tELICE Of & StLtZF KRAS Kit 2] oF £ AX[SHRAD, WhEtA O A o= LX[St=
Z3t7t LigtE Lk

o

360 7Hel Y& H|M ZH &
o eXlg= BIIot7| Ik
=

7
O] KRAS Kit 3 Fatsk Mo

¢}

&
=0
=
=)

A SHZ
(S oN=]

AN

@

H 290 BAIE AKX PPA = 98.75%(94.21, 99.94), NPA = 93.21%(90.20, 95.51),
OPA & 94.44%(92.03, 96.29) ¥ & LICt.
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H 29. M0{Q} KRAS Kit 2E0M 852

ot
B
N
30
rr
oY
g
lo
ne
R
1o

Z™ dx 8 HE YR E ol &F 90% 3eojg &% 90%
R HE| et

A Uk 340/360 94.44 92.03 96.29

oFM K|S 79/80 98.75 94.21 99.94

oM oAkl 261/280 93.21 90.20 95.51

20 712l 22X AHM 7t AASHCE 19 7= e 4of F7IME 240 WT AX| 2 KRAS
7IE0ME SO 2ot LIZHS LI oF M= KRAS 7| E0f WT KT et 4o
HI7IME = M0l =HBHO| A J(13ASP) LEHZF LiZtE LITH

aH 252 S7Hd

0| Ao =X 2 therascreen KRAS RGQ PCR Kit 2 ZME|= H|AMEHQ AKX Q|
S0HO0| THO| AN =5 Yo S Be=X| HItsks A0S LICH O] SHFOA
WIS 3 71K AN &S HHS A, FNA, CNB ¥ &L Ct.

O ATE 2Il, "t LX|" CNB X FNA HHE =5 HH (RES) B AMOIM =510
= =13 o o

— =
37X 25 o2 SUDH BL S =3 = YA WS UL 2 B = therascreen KRAS
K

LA =M 2 =25 7Y et 2N HdEE &Y 90l 7| =S TN 2X 8,
A LrE, 29 LR22 FE2 2 YO Hlnof s = ¥H 95% A=| shA et 2
A
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=

H 30 AM B Wl 7 UX|(3 7K FE WH R EE AIEE fEd AN ZF

H|m UAX| g HlE HHE 2 (%) &% ME| g UF 95% AE|
st

CNB & TH LXE 148/156 94.87 90.15 97.76
HEISES

oFA o%|e 29/35 82.86 66.35 93.44
Sl= CNB Lf
FNA oM Uxg 119/121 98.35 94.16 99.80
CNB £ A Yx|e 148/156 94.87 90.15 97.76
J|zo=

o AKX 29/35 82.86 66.35 93.44
Sl= CNB Lf
RES oM Ak 119/121 98.35 94.16 99.80
FNA & HA LXK 148/156 94.87 90.15 97.76
HEISES

UM AKX 29/32 90.63 74.98 98.02
Sh= FNA Of
CNB oM AR 119/124 95.97 90.84 98.68

Ctg HO|IX[OM & A%
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O] Ho|X[=

H 30. EHM S Wl 72 UK (A )

4
m
H
N
I

o uxg e WEE0)  E MBI U 95% A
et
FNA S HH YK 152/156 97.44 93.57 99.30
J|ZE2 R St
: °f %N AX|Z 30/32 93.75 79.19 99.23
FNA T RES
SN axg 122/124 98.39 94.30 99.80
RESZ 7|Zoz XK Lx|e 148/156 94.87 90.15 97.76
ZL?B RESH oy axig 29/32 90.63 74.98 98.02
oM A%l 119/124 95.97 90.84 98.68
RES 2 7|Z0= A 2xS 152/156 97.44 93.57 99.30
e et
;’L;\ RESH oy axig 30/32 93.75 79.19 99.23
o4 axg 122/124 98.39 94.30 99.80

EESE Passing-Bablok 3 Deming 2|7 412 HAISHO o2 CHE ZX 25 @Y 7to
Cref aCr g2 HlnHE LT 2|7 &4 21, Cr = aCr of T3 RES, CNB, FNA A 78
2ol YRE|ALE HIEEQ KO|7F EXfEE AAMStE BAHZL Sl ALER
LIERStSLICH M 29 24 ot HAISHO] 2t aCr 240 sk A 3 5 =Z%9|
H| 20| 20| A=K ZAIMSLICE DA R ZY HlE Of AC 0l Ciet 2[ MM 7|2 7= 2lA
E= TY XA HE0| 37t I aCr 2401 2|0] A= H3IL AZ S AlASHE SHZL e E2
LHEFRE LT

Ht=d 2 xfeld

A L therascreen KRAS RGQ PCR Kit 2| HEH(BtSd)S HItstJASLICH S HO|
ZAato| Fetetur aCr fel YEZ(SAHO| Ergat fx Bhg ZH Cr atel XHo|)7t 25
B[S LCH
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94

1571 I 2 WHE ZHI 20

KRAS 7| E(LOD X 2xLOD 0l Af), 12| 1 OFAi & (Wild Type,

WT) I 2 "MHZ 7 7§ SHO| 28210l Tl of 77t HEEJSLICH SHHO| I E B =

7+&°90f| et FFPE Ml ZFLE A
|

AMZ e ASLLC 25 HHE 272 Q==Z
G 2 dretedn =9

==
dx=

O™ DNA O 3430 1x LOD X 2x LOD 9

—
=0l =Zo| HANE 2o S22t MEE YIHSLICH

, B HE 22 B 32 0ff Lot AL

A H
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H 31. 2HIE 89

#Ho| T HIE

g3 H[E2 UZ 95% M= A

aHl =& =4 =5 HEE otst o

2xLOD 12ALA 28/28 100.00% 87.66% 100.00%
12ARG* 28/28 100.00% 87.66% 100.00%
12ASP 28/28 100.00% 87.66% 100.00%
12CYS 28/28 100.00% 87.66% 100.00%
12SER* 28/28 100.00% 87.66% 100.00%
12VAL 28/28 100.00% 87.66% 100.00%
13ASP* 28/28 100.00% 87.66% 100.00%

WT

HH|

* FFPE MZF2 Y

therascreen KRAS RGQ PCR Kit At& X| &

28/28

08/2023
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87.66%
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B 32.SD R %CV Ol CiEE &

o

M- usy

<+ K - 4 L - 4
5l <+ <+ o ot o ol ou .
xr =z T KU e < < < < < g S
I R IR ) Ho R R R R R ®l Ko
gt c,  2xlOD 12ALA 28 5.54 (0.0000, (0.1221, (0.0443, (0.0385, (0.0000, (0.1335, (0.1843,
0.00%  2.20%)  0.80%)  0.70%)  0.00%)  2.41%)  3.33%
12ARG 28 4.80 (0.0000, (0.1891, (0.0000, (0.0000, (0.0000, (0.3244, (0.3737,
0.00%)  3.94%)  0.00%)  0.00%)  0.00%)  6.76%)  7.79%)
12ASP 28 4.72 (0.0860, (0.1446, (0.0000, (0.1463, (0.1374, (0.1751, (0.2797,
1.82%) 3.06%) 0.00%) 3.10%) 2.91%) 3.71%) 5.93%)
12CYS 28 5.66 (0.0563, (0.0000, (0.0995, (0.0000, (0.0390, (0.2306, (0.2498,
0.99%)  0.00%)  1.76%)  0.00%  0.69%)  4.08%)  4.41%)
12SER 28 5.36 (0.1429,  (0.0274, (0.0000, (0.0647, (0.0000, (0.1753, (0.2129,
2.67%)  0.51%)  0.00%) 1.21%)  0.00%)  3.27%) 3.97%)
12VAL 28 4.26 (0.0000, (0.1016, (0.0593, (0.1128, (0.0000, (0.2095, (0.2457,
0.00%)  2.39%) 1.39%)  2.65%)  0.00%)  4.92%)  5.77%)
13ASP 28 523 (0.0000, (0.2892, (0.0157, (0.0000, (0.0000, (0.2171, (0.3575,
0.00%)  5.53%)  0.30%)  0.00%  0.00%)  4.15%)  6.83%)
LOD 12ALA 40 6.36 (0.0000, (0.1584, (0.0000, (0.0000, (0.0000, (0.2346, (0.2819,
0.00%) 2.49%) 0.00%) 0.00%) 0.00%) 3.69%) 4.43%)
12ARG 40 5.45 (0.0036, (0.1639, (0.0000, (0.0000, (0.0797, (0.1674, (0.2397,
0.07%) 3.01%) 0.00%) 0.00%) 1.46%) 3.07%) 4.40%)
12ASP 40 473 (0.0000, (0.2485, (0.1087, (0.0000, (0.0816, (0.1041, (0.2837,
0.00%) 5.25%) 2.30%) 0.00%) 1.72%) 2.20%) 6.00%)
12CYS 40 6.62 (0.1688, (0.0000, (0.0000, (0.2056, (0.0000, (0.2909, (0.3652,
2.55%) 0.00%) 0.00%) 3.11%) 0.00%) 4.40%) 5.52%)
12SER 40 6.37 (0.1006, (0.3153, (0.0000, (0.0340, (0.0000, (0.2253, (0.3854,
1.58%) 4.95%) 0.00%) 0.53%) 0.00%) 3.54%) 6.05%)
12VAL 40 5.13 (0.2874, (0.0976, (0.0227, (0.0874, (0.0000, (0.1629, (0.2965,
5.60%)  1.90%)  0.44%)  1.71%)  0.00%  3.18%)  5.78%)
13ASP 38 6.26 (0.3433, (0.1227, (0.0778, (0.0000, (0.0000, (0.345%9, (0.4738,
548%)  1.96%)  1.24%)  0.00%)  0.00%)  5.52%)  7.57%)
* SD, %CV
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O HOIX[ZFEH & A%

E 32.5D A %Cvofl Cigt 24 8 24 - BEY((AIL)

<+ K & & & & &
b2l <+ <+ o ol ot ol ofl .

r = T am e * * * * * i =
1h @ 1h 7l ) O o O o O 2l %o
sz 240D 12AlA 28 3209  (0.0000, (0.1314, (0.0000, (0.0675, (0.1073, (0.1158, (0.1957,

. 0.00%  0.41%)  000%  021%  0.33%  0.36%)  0.61%
12ARG 28 3150  (0.0000, (0.2598, (0.0000, (0.0000, (0.0000, (0.3324, (0.4189,
0.00%  0.82%)  0.00%  0.00%  0.00%  1.06%  1.33%
12AP 28 3130 (0.0000, (0.1891, (0.0000, (0.0920, (0.0000, (0.1800, (0.2667,
0.00%  0.40%  0.00%  0.29%  0.00%  0.58%)  0.85%
12¢cs 28 3207 (0.0000, (0.2523, (0.0000, (0.1606, (0.2011, (0.1512, (0.3388,
0.00%  079%  0.00%)  0.50%  0.63%  0.47%  1.06%
12SER 28 3206  (0.0000, (0.2049, (0.0000, (0.1250, (0.1177, (0.1263, (0.2648,
0.00%  0.64%  0.00%  039%  0.37%  0.39%  0.83%
12VAL 28 3065  (0.0000, (0.1772, (0.0000, (0.1198, (0.1063, (0.1656, (0.2639,
0.00%  0.58%  0.00%)  0.39%  0.35%  0.54%  0.86%
13AP 28 3198 (0.0000, (0.3773, (0.0497, (0.0000, (0.0000, (0.1813, (0.4138,
0.00%  1.18%)  0.16%)  0.00%  0.00%  0.57%)  1.29%
lOD  12A1A 40 32.86  (0.0000, (0.2332, (0.0516, (0.0840, (0.1319, (0.1780, (0.3144,
0.00%  071%)  0.16%)  0.26%  0.40%  0.54%  0.96%)
12ARG 40 3190  (0.0000, (0.2186, (0.0000, (0.0000, (0.2289, (0.1519, (0.3106,
0.00%  0.69%  0.00%  0.00%  072%  0.48%  0.97%)
12AP 40 3102 (0.0000, (0.1762, (0.1093, (0.1296, (0.2492, (0.1005, (0.2908,
0.00%  057%  0.35%)  0.42%  0.80%  0.32%)  0.94%)
12CYs 40 3304 (0.1216, (0.0493, (0.0000, (0.3468, (0.0501, (0.3155, (0.4216,
0.37%  0.15%  0.00%)  1.05%  0.15%  095%  1.27%)
12SER 40 33.08  (0.0832, (0.2591, (0.0000, (0.2424, (0.0000, (0.2258, 0.3864,
25%) 078%  0.00%  73%)  0.00%  0.68%  1.17%
12VAL 40 3162 (0.2858, (0.0951, (0.0000, (0.2244, (0.0344, (0.1763, 0.3432,
090%  0.30%  0.00%  071%  0.11%  0.56%  1.09%
13AP 38 33.09  (0.3237, (0.1009, (0.1409, (0.0000, (0.0000, (0.2785, 0.4133,
0.98%  0.31%)  0.43%)  0.00%  0.00%  0.84%)
* SD, %CV

ChE HOIXIOAM E A=
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O HOIX[ZFEH & A%

E 32.5D A %Cvofl Cigt 24 8 24 - BEY((AIL)

<+ K &1 & & & &
b2l <+ <+ o ol ot ol ofl .

7 = 7 T n:l ES Ee ES Ee ES i =
nu 0 1 7l & 0 xw 0 xw 0 7 i
e 20D 12AlA 28 3320 (0.0000, (0.0515, (0.0330, (0.0000, (0.0607, (02117, (0.2235,

o 000%  0.16%  0.10%  000%  0.18%  0.64%  0.67%)
12ARG 28 3305  (0.1397, (0.1321, (0.0000, (0.2393, (0.0000, (0.3792, (0.4559,
0.42%  040%  0.00%)  072%  000%  1.15%  1.38%)
12A5p 28 3300 (00597, (02131, (0.0000, (0.0000, (0.1313, (0.1954, (0.3059,
0.18%  0.65%  0.00%)  0.00%  0.40%  0.59%  0.93%)
12¢vs 28 3319 (0.0646, (0.0971, (0.0233, (0.0679, (0.0863, (0.1943, (0.2378,
0.19%  0.29%)  0.07%)  0.20%  026%  0.59%  0.72%)
12SER 28 3285 (00525, (0.0000, [0.0000, (0.0337, (0.0937, (0.1320, (0.1588,
0.16%  0.00%  0.00%  0.10%  029%  0.40%  0.48%)
12VAL 28 3311 (00000, (0.1026, [0.0000, (01469, (0.1469, (0.2912, (0.3458,
0.00%  0.31%  0.00%)  0.44%  0.44%  0.88%  1.04%)
13ASP 28 3303 (00000, (0.1928, (0.1015, (0.0000, (0.0000, (0.1450, (0.2493,
0.00%) 0.58%) 0.31%) 0.00%) 0.00%) 0.44%) 0.75%)
IOD  12AlA 40 3337 (00000, (0.2010, [0.0000, (0.0000, (0.1942, (0.2177, (0.3257,
0.00%  0.60%)  0.00%  000%  058%  0.65%)  0.98%)
12ARG 40 3314 (00000, (0.2168, [0.0000, (0.3061, (0.1637, (0.1748, (0.3717,
0.00%  0.65%)  0.00%)  092%  049%  0.53%)  1.12%0
12ASP 40 3298 (0.0000, (0.2599, [0.0000, (0.0000, (0.1735, (0.2228, (0.3618,
0.00%  079%)  0.00%  000%  053%  0.68%)  1.10%)
12¢Ys 40 3331 (00000, (0.2028, [0.0000, (0.1209, (0.0000, (0.2132, (0.3050,
0.00%  0.61%)  0.00%  036%  000%  0.64%)  0.92%)
12SER 40 3308  (0.1254, (0.2847, (0.0000, (0.0000, (0.0000, (0.1505, (0.3263,
0.38%  0.86%)  0.00%)  0.00%  000%  0.46%)  0.99%)
12VAL 40 3329 (03133, (0.0000, [0.0000, (0.0000, (0.0000, (0.2621, (0.3574,
0.94%  000%)  0.00%  000%  000%  079%)  1.07%)
13ASP 40 3313 (01101, (0.1326, [0.1666, (0.0000, (0.0000, (0.1925, (0.2804,
0.33%  0.40%)  0.50%)  0.00%  000%  0.58%)  0.85%)
* SD, %CV

ChE HOIXIOAM E A=
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O HOIX[ZFEH & A%

E 32.SD U %CV o LS 24 T 94 - #rEM(A1)

<+ K & & & & &
b2l <+ <+ o ol ot ol ofl .
T = T w i x ES x ES x ik =
H 0 P Fu w T Kﬂ T Kﬂ 0 7 #o
oy WI o 12AA 28 3341  (0.1443, (01997, (0.0000, ([0.0000, [0.0000, (0.2269, (0.3248,
o 0.43%  060%  000%  0.00%  0.00%  0.68%  097%
128G 28 3330 (0.0875, (0.0000, (0.0000, (0.4098, (0.0904, (0.2368, (0.3983,
0.26%  000%  000%  1.23%)  0.27%  071%  1.20%
12450 28 3302 (0.1591, (0.1748, (0.0477, (0.0000, [0.0000, (0.2131, (0.3075,
0.48%  053%  0.14%)  0.00%  0.00%  064%  0.93%
12cvs 28 3342 (0.0000, (0.2009, (0.0000, (0.1444, [0.0000, (0.2121, (0.3077,
000%  060%  0.00% — 0.43%  000%  063%  0.92%
125 28 3322 (0.2485, (0.0000, (00633, (0.0000, (0.0000, (0.1497, (02517,
075%  000%  0.9%)  0.00%  000%  045%  076%
12VAL 28 3335 (0.0000, (0.2591, (0.0000, (0.1429, (0.0000, (0.2721, (0.3863,
000%  078%  0.00%  043%  000%  082%  1.16%)
13A5P 28 3345  (0.0000, (0.1194, (00526, (0.0341, (0.0000, (0.1651, (0.2078,
0.00%  0.36%)  0.16%)  0.10%  0.00%  0.49%)  0.62%)
* SD, %CV
MH A 7t therascreen KRAS RGQ PCR Kit 2| H U= (XS ) S H7tSIHELICH A o CHE
UM EHAE 7|2H0] AFEEIJ}SLICE O] AloME i Al CHoll St AAf
i o SH A
e 2 AHERESLICH 2 AO|E, MM ZAH2RGQ 7|7|, & UKL KRAS 7| E 2E, 22 Y72t
HIHEO 2 MO|EY & 88 3| S MESHY| I3t SR T A 2140 et ERESLICH
= o i1 /\ 40 IO 11
SHHE S0H0| I HE2 E 330 2100 QELICH HEH 2L 4f2 # 330
AL = "‘ o 1T x 4‘ AL
Lot QAELICE KRAS 7| EQ| & T d2 & 34 2| T 2(SD, CV%) Eof| Ltet AELICH
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E 33. 2E 7| 2tof|AMof SHIE SAHH0| WY HIE

g3 H[E2 UZ 95% M= A

aHl =& =4 =5 HEE otst o

2xLOD 12ALA 84/84 100.00% 95.70% 100.00%
12ARG* 84/84 100.00% 95.70% 100.00%
12ASP 84/84 100.00% 95.70% 100.00%
12CYS 84/84 100.00% 95.70% 100.00%
12SER* 84/84 100.00% 95.70% 100.00%
12VAL 84/84 100.00% 95.70% 100.00%
13ASP* 84/84 100.00% 95.70% 100.00%

WT A 82/84 97.62% 91.66% 99.71%

*FFPEMZFZ CHEE
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E 34.SD R %Cv Ol Cigt 24 HE -THH S

& & i ul i
st Zz S| L ® =
ES ®» = ul & s
KM . a « < w ®r o
B <k < N = I = st st - o)
zr 3 r xu ;] l il ] "l < . < E T
o Ro H Hl Y ~ N ~ ~ LU RO ®l o
12AIA 84 5.48  (0.0000,  (0.0000,  (0.1669,  (0.0000,  (0.0000,  (0.1287,  (0.1679,  (0.2640,
0.00%) 0.00%) 3.05%) 0.00%) 0.00%) 2.35%) 3.07%) 4.82%)
[a)
9 1246 84 4.81 (0.0000,  (0.0000,  (0.1172,  (0.0000,  (0.0000,  (0.0000,  (0.2729,  (0.2967,
R 0.00%) 0.00%) 2.43%) 0.00%) 0.00%) 0.00%) 5.67%) 6.16%)
(V)
ur 12ASP 84 4.57  (0.0000,  (0.0943,  (0.1457,  (0.0000,  (0.0600,  (0.1718,  (0.1565,  (0.2854,
g 0.00%) 2.06%) 3.19%) 0.00%) 1.31%) 3.76%) 3.43%) 6.25%)
12CYS 84 5.61 (0.0000,  (0.0000,  (0.2060,  (0.0264,  (0.0698,  (0.0000,  (0.1671,  (0.2728,
0.00%) 0.00%) 3.67%) 0.47%) 1.24%) 0.00%) 2.98%) 4.87%)
12SER 84 534  (0.0000,  (0.1362,  (0.1669,  (0.1527,  (0.0000,  (0.2020,  (0.2382,  (0.3902,
0.00%) 2.55%) 3.13%) 2.86%) 0.00%) 3.79%) 4.46%) 7.31%)
12VAL 84 413 (0.0874,  (0.0000,  (0.1677,  (0.0000,  (0.0869,  (0.0000,  (0.2711,  (0.3359,
2.11%) 0.00%) 4.06%) 0.00%) 2.10%) 0.00%) 6.56%) 8.12%)
13ASP 84 522 (0.0000,  (0.0000,  (0.2161,  (0.2712,  (0.0000,  (0.1930,  (0.2275,  (0.4279,
0.00%) 0.00%) 4.14%) 5.20%) 0.00%) 3.70%) 4.36%) 8.20%)
12AlA 119 633 (0.0000, (0.0410, (0.1207, (0.0000, (0.0000, (0.0247, (0.2640,  (0.2936,
0.00%) 0.65%) 1.91%) 0.00%) 0.00%) 0.39%) 4.17%) 4.64%)
12ARG 120 5.42 (0.0000, (0.0000, (0.1797, (0.0000, (0.0000, (0.0000, (0.1872, (0.2590,
0.00%) 0.00%) 3.31%) 0.00%) 0.00%) 0.00%) 3.45%) 4.78%)
12ASP 120 4.66 (0.1183, (0.0646, (0.2121, (0.0261, (0.0217, (0.0440, (0.1455, (0.2862,
2.54%) 1.38%) 4.55%) 0.56%) 0.46%) 0.94%) 3.12%) 6.14%)
8 12CYS 120 6.54 (0.0000, (0.0132, (0.1775, (0.0000, (0.1621, (0.1708, (0.4202, (0.4981,
= 0.00%)  0.20%) 2.72%)  0.00%) 2.48%) 2.61%) 6.43%)  7.62%)
12SER 120 6.28 (0.0000, (0.0824, (0.2271, (0.0775, (0.0000, (0.2383, (0.3164, (0.4570,
0.00%) 1.31%) 3.62%) 1.24%) 0.00%) 3.80%) 5.04%)  7.28%)
12VAL 120 5.05 (0.0315, (0.1648, (0.0955, (0.0703, (0.0320, (0.0795, (0.2120, (0.2965,
0.62%) 3.26%) 1.89%) 1.39%) 0.63%) 1.57%)  4.20%)  5.87%)
13ASP 118 6.17 (0.0000, (0.1673, (0.1987, (0.2332, (0.0000, (0.0843, (0.3075, (0.4488,
0.00%) 2.71%) 3.22%) 3.78%) 0.00%) 1.37%)  4.99%)  7.28%)
** SD, %CV

Cts HOIX[OM & A%
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O HOIX[ZFEH & A%

E 34.SD R %CV of it 24 HE - HEG (A
& T:'J :IH"I ]
st z ] 3
< ® = u a1
<k Kb . Ra u S ~ &
Eol < <F N = ot ol ot ofl »
xr T xr K iz} i il < < < . < 3 T
Ik byl o] ] [:4 ~ ~ Lyl byl R0 ™ o ®l o
12ALA 84 32.13 (0.1578,  (0.0000, (0.2509, (0.0745, (0.0000, (0.1249, (0.1362, (0.3390,
0.49%) 0.00%) 0.78%) 0.23%) 0.00%) 0.39%) 0.42%) 1.06%)
[a)
% 12ARG 84 31.61 (0.0882, (0.0000, (0.2430, (0.1339, (0.0000, (0.0000, (0.2604, (0.3828,
5 ° 0.28%  0.00%)  077%)  0.42%  0.00%  0.00%  0.82%)  1.21%)
=
H 12ASP 84 31.24 (0.1655, (0.0391, (0.2178, (0.0600, (0.0000, (0.2052, (0.1426, (0.3542,
« 0.53%) 0.13%) 0.70%) 0.19%) 0.00%) 0.66%) 0.46%) 1.13%)
12CYS 84 32.15 (0.0000, (0.0000, (0.2836, (0.0852, (0.0940, (0.1658, (0.1318, (0.3636,
0.00%  0.00%)  0.88%)  0.26%  0.29%  0.52%)  0.41%)  1.13%)
12SER 84 32.14 (0.1457,  (0.0000, (0.2659, (0.1807, (0.0000, (0.2715, (0.1783, (0.4554,
0.45%)  0.00%)  0.83%)  0.56%)  0.00%  0.84%)  0.55%)  1.42%)
12VAL 84 30.69 (0.0646,  (0.0480, (0.2124, (0.0000, (0.1031, (0.0000, (0.2000, (0.3143,
0.21%) 0.16%) 0.69%) 0.00%) 0.34%) 0.00%) 0.65%) 1.02%)
13ASP 84 32.12 (0.2111,  (0.0000, (0.3218, (0.2966, (0.0000, (0.1743, (0.1980, (0.5184,
0.66%) 0.00%) 1.00%) 0.92%) 0.00%) 0.54%) 0.62%) 1.61%)
12ALA 119 32.93 (0.0000, (0.1524, (0.1821, (0.1048, (0.0757, (0.1007, (0.2526, (0.3721,
0.00%) 0.46%) 0.55%) 0.32%) 0.23%) 0.31%) 0.77%) 1.13%)
12ARG 120  31.98 (0.0000, (0.0743, (0.1936, (0.1262, (0.0000, (0.1332, (0.1619, (0.3096,
0.00%) 0.23%) 0.61%) 0.39%) 0.00%) 0.42%) 0.51%) 0.97%)
12ASP 120 31.06  (0.1880, (0.1184, (0.1681, (0.1033, (0.1171, (0.1481, (0.1333, (0.3511,
0.61%) 0.38%) 0.54%) 0.33%) 0.38%) 0.48%) 0.43%) 1.13%)
§ 12¢vs 120 3319  (0.0000, (0.0000, (0.2513, (0.0776, (0.2128, (0.1427, (0.2712,  (0.4401,
= 0.00%) 0.00%) 0.76%) 0.23%) 0.64%) 0.43%) 0.82%) 1.33%)
12SER 120 33.13 (0.2194, (0.0000, (0.2433, (0.1263, (0.1470, (0.1973, (0.2052, (0.4437,
0.66%) 0.00%) 0.73%) 0.38%) 0.44%) 0.60%) 0.62%) 1.34%)
12VAL 120 31.65  (0.0000, (0.1254, (0.1645, (0.1307, (0.1271, (0.0976, (0.1792, (0.3159,
0.00%) 0.40%) 0.52%) 0.41%) 0.40%) 0.31%) 0.57%) 1.00%)
13ASP 118 33.08  (0.0000, (0.1789, (0.1661, (0.3569, (0.0649, (0.1565, (0.2588, (0.4894,
0.00%) 0.54%) 0.50%) 1.08%) 0.20%) 0.47%) 0.78%) 1.48%)
** SD, %CV
Che HO|XIolM B A%
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O HOIX[ZFEH & A%

H 34.SD % %CV of Ciet 24k 2 - TS E(AIS)
I
st z = 3
R ® v u a
K . o B 2 n K
B <k <+ N =F Ul S El il .
¥ T " w H B "l < < < . < g i
R W El 5 x N RO R0 ECIES] R0 = #o
12AlA 84 33.25 (0.0706, (0.0399, (0.1314, (0.1303, (0.0000, (0.1124, (0.1913, (0.2883,
0.21%)  0.12%)  0.40%)  0.39%)  0.00%)  0.34%  0.58%)  0.87%)
o
% 12ARG 84 33.07 (0.0000, (0.1406, (0.1353, (0.0000, (0.2024, (0.1262, (0.2831, (0.4016,
g 9 0.00%)  0.43%)  0.41%)  0.00%)  0.61%)  0.38%)  0.86%) 1.21%)
3
il 12AsP 84 32,98 (0.0000, (0.0480, (0.1706, (0.0000, (0.0000, (0.0797, (0.1795, (0.2616,
H 0.00%)  0.15%)  0.52%)  0.00%)  0.00%)  0.24%)  0.54%)  0.79%)
12CYs 84 33.20 (0.0000, (0.0976, (0.1781, (0.0000, (0.0000, (0.1454, (0.1723, (0.2939,
0.00%)  0.29%)  0.54%)  0.00%)  0.00%)  0.44%)  0.52%)  0.89%)
12SER 84 3291 (0.0000, (0.1101, (0.0549, (0.0669, (0.0677, (0.1186, (0.2274, (0.2916,
0.00%)  0.33%)  0.17%)  0.20%)  0.21%)  0.36%  0.69%)  0.89%)
T2VAL 84 33.17 (0.0688, (0.0000, (0.1896, (0.0937, (0.1140, (0.1311, (0.2605, (0.3768,
0.21%) 0.00%) 0.57%) 0.28%) 0.34%) 0.40%) 0.79%) 1.14%)
13ASP 84 33.10 (0.0000, (0.0482, (0.2035, (0.0000, (0.0466, (0.1460, (0.1688, (0.3019,
0.00%) 0.15%) 0.61%) 0.00%) 0.14%) 0.44%) 0.51%) 0.91%)
12AA 119  33.33  (0.0000, (0.0000, (0.2108, (0.0820, (0.0000, (0.1443, (0.2253, (0.3411,
0.00%) 0.00%) 0.63%) 0.25%) 0.00%) 0.43%) 0.68%) 1.02%)
12ARG 120 33.15 (0.1092, (0.0537, (0.1605, (0.0507, (0.2157, (0.1276, (0.2180, (0.3749,
0.33%) 0.16%) 0.48%) 0.15%) 0.65%) 0.39%) 0.66%) 1.13%)
12AsP 120 32.96 (0.0000, (0.0832, (0.2022, (0.0864, (0.0000, (0.1117, (0.2223, (0.3343,
0.00%) 0.25%) 0.61%) 0.26%) 0.00%) 0.34%) 0.67%) 1.01%)
§ 12¢vs 120 33.26  (0.0000, (0.0000, (0.2232, (0.1691, (0.0789, (0.0000, (0.2097,  (0.3516,
= 0.00%) 0.00%) 0.67%) 0.51%) 0.24%) 0.00%) 0.63%) 1.06%)
12SER 120 33.01 (0.1573, (0.0716, (0.2134, (0.0951, (0.0000, (0.0784, (0.1689, (0.3263,
0.48%) 0.22%) 0.65%) 0.29%) 0.00%) 0.24%) 0.51%) 0.99%)
12VAL 120 33.25 (0.1519, (0.1960, (0.1272, (0.0000, (0.1298, (0.0553, (0.2162, (0.3487,
0.46%) 0.59%) 0.38%) 0.00%) 0.39%) 0.17%) 0.65%) 1.05%)
13ASP 118  33.16  (0.0000, (0.0000, (0.1768, (0.0998, (0.0000, (0.0000, (0.1973, (0.2802,
0.00%) 0.00%) 0.53%) 0.30%) 0.00%) 0.00%) 0.59%) 0.84%)
** 8D, %CV
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O HOIX[ZFEH & A%

B 34.SD X %Cv ofl CiEt B4 HE - ZHHE(AIF)
i &= :,Lu &
o z IS ®
2 ® = u a1
<k Kb . Ra u S ~ &
B <k <+ N =F Ul S El il .
7T = T m o m m x x T, i =
Ik byl o] [l H ~ ~ o Ll LU Ll ®l o
12ALA 84 33.44 (0.1257,  (0.0961, (0.1845, (0.0000, (0.0000, (0.0000, (0.2083, (0.3104,
0.38%  0.29%  0.55%  0.00%  0.00%  000%  0.62%)  0.93%
— 12ARG 84 33.37 (0.1191,  (0.0000, (0.1869, (0.1321, (0.2529, (0.1205, (0.2132, (0.4217,
2 0.36%  0.00%)  0.56%  0.40%)  0.76%  0.36%  0.64%)  1.26%
12ASP 84 33.16 (0.0574, (0.0738, (0.2162, (0.0563, (0.0000, (0.0000, (0.1844, (0.2997,
0.17%  022%)  0.65%  0.17%)  0.00%  000%  0.56%)  0.90%
12CYS 84 33.42 (0.0000, (0.0000, (0.1964, (0.0720, (0.1311, (0.0262, (0.2258, (0.3287,
0.00%  0.00%)  0.59%  022%)  0.39%  008%  0.68%)  0.98%
12SER 84 33.20 (0.0812, (0.1331, (0.1734, (0.0329, (0.0000, (0.2009, (0.1923, (0.3535,
0.24%  0.40%)  0.52%  0.10%  0.00%  0.61%  0.58%)  1.06%
12VAL 84 33.41 (0.0000, (0.0695, (0.2046, (0.0000, (0.1708, (0.1437, (0.2339, (0.3799,
0.00%) 0.21%) 0.61%) 0.00%) 0.51%) 0.43%) 0.70%) 1.14%)
13ASP 84 33.46 (0.0000, (0.0613, (0.1802, (0.0744, (0.0073, (0.0969, (0.1790, (0.2816,
0.00%  0.18%  0.54%  0.22%  002%)  029%)  053%  0.84%
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24 YT (Y YA ALS)

N

AS El Droplet Digital PCR(ddPCR) 281} H|11St0] therascreen KRAS RGQ PCR Kit 2
SAHO| HEM XEE LBSte A7t +=HEUASLCH ddPCR X therascreen
KRAS RGQ PCR Kit & CHoj A Z1tE E Ol & 319 7H| AN E 24150 & LX|Z(Positive
Percent Agreement, PPA), &4 YX|Z(Negative Percent Agreement, NPA) 3 TX|

X[ (Overall Percent Agreement, OPA)= HII30& LI L},

Mol AHEE 319 7Hel HAXl= Amgen 24
HAMZEHL HHMI 20 ARSI F
AX 7 o] 240 s SO 382 Aoz
ddPCR & FRIX| RUSLCH

HT

T 20170543 o A& ZAHet ==
H 25, G12C O|2e| ALIE Htef
FZ|QSLICH 319 71 AM = 5747

f—

0>

fo
12 oo

I

8

= ¥Z 95% L2 F1ZHConfidence Interval, Cl)IF 74 OPA, NPA, PPA 7t E 35 Of
o AE

g
LIC}. OPA = 97.45% A& LICE 21t 242 & 36 O 5[0 A LT
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H 35. KRAS kit CHf ddPCR 2| OPA, PPA, NPA(YZ 95% 12| 21

agst s HIE U 95% M= oA

ag =5 WEE St st
HH| YX|E(OPA) 306 /314 97.45% 95.04% 98.89%
QA K|S (PPA) 149 /150 99.33% 96.34% 99.98%
S UK (NPA) 157 /164 95.73% 91.40% 98.27%

H 36.2x2 QT 37 KRAS 7| E Cff ddPCR

therascreen KRAS ddPCR G12C Zut

G12C Zut

s G12¢ Gl2c o|HE Ru &4
G12C 149 7 4 160
Gl2Cc O|d& 1 157 1 159
A4 150 164 5 319
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O] 70| 52 KRAS 7|E A& H W £2 DNA X1 5= 7I7! OpMH A A0l A
HiZE 3% &2 QI7I5t= AO|ASLICH =2 DNA £ +=F0A Lo OFEHQl 60 7Y
EXE ZFo HEOXN FTEoZHEH [EE AG U2 EE =2TUE AHRE U2
EHELICE therascreen KRAS RGQ PCR Kit £ 60 7f Ofd ™ 2X=2S 25 No Mutation
Detected(E I HO| AEEX| L Z)(OFEH) 2 SHEA A HMSL|CH

=2 DNA o ¥gt

DNA £ =F2 AKX B 753t KRASDNA(ZHHO| Bl OfdY B &) EEFQL|Ct
Ol CH=E BtE29| Cr 2o 2 AFEELLE o2 CHE & DNA =F2| ZX = 53t Hg2
ZAHO| DNA & Z&st o, EHE ACr ¢f(F, SARO| B3 1F O E Bt 7F Cr gf
[<] I

4o

OE 1 2 &2 DNA =F0| ACr 240 I3'|7YIE ders 2Yst7| ?lof A= AS L ot
7§l FFPE HIAM ZH HH(4 70 MZF 3 570 2)0ilA FZ3 DNA 7+ O AHL0f A
AMEEIASLICEH AHE ©F 20.00~21.00C 2| T = 8HS Cr ({22 3|31 O| 2R E, 6 7h
=HE0 2% 2 SABO0|2| DNA E2 2f 32.00~33.00Cr 2| Cr 440 siEdst= 4 74
Ao 2™ 1082 AHH 2= SIMUSL|CHE 37).

H 37. AG 22| £ DNA =Z0f tist A E I8t 3|4 Al2[=
3|M A% XNx = x10 x100 x1000 x10000
(&4 1) (214 2) (214 3) (214 4)
ol & of of of of of

OE2E  20.00~21.00CT  23.00~24.00 26.00~27.00CT  29.00~30.00 CT  32.00~33.00 CT
crg Sl
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’

A

|4 XE ot HE

.
[e)

Lo
=

F7§2t 818 DNA S HCH

[

.

dH 2] DNA £ #21(21.92~32.00Cr 2| Ch=E BHS G0l ZA =5 24 =
o

—

DNA sEECt =2 34 X|H

2
o

1

o] &<

.
O

(Y B0 F Ul W K S o s o < 1.
10 o = ) o
% Kk = X0 of & K B < B OB 4 EREC
= w.a_ﬁmol_n_ Bl 80 Z 8l Bl _ T 8
3 = — o7
o IV i Moar o W o u
ol We M~ o o Bl X gy o BB g R
e = O 80 o < g T © 7 =
ol I e Q0 ©f — T 90 un 5 ®
0 O m® g 0 T I S ©
P A_Qr_:.mmo i oL 2 7
ol = o O K X B, BB o B B
DR TN R = _Kzrgo
o % ec S =Moo o
T T —_oxTw o oo xp = X W U
w Sox=¢E o e A
We B_nss5h 08y N 5t o
oy Fa g o 8 < Fo £ 4o of o Ay
— T0 — Q = T = O_ qo_
W<l o gy 3% s oK o g OO = ot
Kk gz g™ ST w0 B0 9 e T o8
<+ Bl 2P &5 Hom s N
=X ol — — i
ol & ._._._.Enumx_u_w._O_A_u_ m_._.__.___u_._m_rg_._._._o wm
W 30 N i m.._u_l._nA_v Qu..._nr._w.._munm.._ = =3
< M o K20 = ol N Lo wE Bl ol
< Xn_ea._ﬂ_._._._wl O — = . ol o
o N o T wk gr _ T © Wl t
Dm |_.A|_H_|__H__H__.I_A (mrr_l_.:.__./om OA._OO
s TFLdMZ Koo & S i & 4 op 80
= m DA P =Y g o=
S mITosiol g 51 OO0 L9 F o S
_ - o = s T NI
n8 mp_ s ou uk o O oo D m/muw 5
ur_u%o Mg BT 3D < I S Ko =
S g S = zZ8 g 4,6~ W
S rIo._A e _.An_ :_._O_L
3 < =Y e T 5w AR K o Kl
) T X0 %y Bl O W 1| A_“_”__L._ooc/| M o
o = &y TR op Uzs D o™
ki oF < _A_n_ H A_||A2 Jo
W o omogmre MBS s o T o
o — = O 3
W Hl 00 Ko 5 o e EYm S il S Ko
ol U S =S = meW I =
e mEwoENI (W Sw L Ty
P N AFELT g RB o d WY
g O_FPrs38 UITFGpIT g 3Z
I3 EWM&NWE S 8mpwm=C o8
ol E gy B ® S o of ol B o 1O o W0
10 Bl K g &+ % 8ok ?%ﬂ.zm%w » =0
H T X of T ouu E0 oS Bl F H or o O H o
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# 5228
12ALA 0.921
12ASP 1.034
12ARG 0.916
12CYS 0.988
12SER 1.047
12VAL 1.082
13ASP 1.028*
* MO|A O43LS HQIohn O|4ZHe EBHoto] A Mot 2t 55 28 - 1.085

H

i

Jks

o

Z/u Xt S/ ERS: =S #H0| 2 KRAS DNA

CHZ= 8H8 Cr7h ©F 23 Of | =% Z} FFPE M| ZF 27 E DNA M & EH|5tK 152 £
DNA £ 717 SAHO| 4N E 2= BS 220 tis HIAE}SLICH 2t S BO| HA 2
Ol 7iel SX=S B/IUSHCH dAe SO HEE2 MIEF DNA 2| SAHHOA|
HEE0| 2o ZEEU[SUCH B ACr 240 E 39 of EA|L[0f e, SARO| EHS
ZHof wXp Bh30| UASS HOFLICE 12AA EAR0l= SEE}A2M 12CYS, 12SER
12VAL 2E80f Tt ACy YAZELE H2 ACr ¢e dd}SLICH 12VAL SO
SELU2H, 12ALA B39 AC YAUEL HE2 AC 2t MdMSLICH 12CYS
SUHO|= SEEUACH, 12ARG B39 ACT YAUEL K2 ACr e SEYSLIT
RE AMHOAM HAE 7él'f" M2 &g O|R= SQHO0| 30N SAHHO| EHFO|
FeMSS 20EHCHS, 2K ACT 20| SHE =H0| T8Y). CHE 2E HAE
A= AE X SAAL ACT LAZL S0l ARASLICEH
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E 39. WAt ghS H| M| ZH

M
~

Ar

aH Ne=x 12ALA 12ASP 12ARG 12CYS 12SER 12VAL 13ASP
12ALA 8 1.31 12.80 - 5.01 2.26 5.57 12.65
12ASP 6.6 12.61 1.66 - - - 10.30 12.69
12ARG 8 12.98 11.08 0.81 11.24 - 12.66 12.62
12CYS 8 - 12.22 7.84 0.56 - 13.06 11.84
12SER 8 - 12.87 13.21 - 1.93 13.25 12.93
12VAL 7.5 5.93 14.29 - - 13.14 0.45 12.39
13ASP 7.5 - - - - - - 2.02

AH M2l Hsd

ST A A =4 Al o2 CHE dEH0M St ZIHE Y GStASZ S YBoH7| A
ATE FAASLICE O] FFOAME FFPE MZF 5! 2 FFPE HIAM =W HH|
ZEoto] AFERMELICH SAM 7Hel & FFPE BI M ZH & 2

dHE AHEH2H, 12ASP &
M 78, 12CYS & Ml 7, 12VAL = BI0|E Y| 7H(Z 10 7§ S AHO| AH|) + ordd AH Al
IHEESLICH SAHHO| 12ALA, 12ARG, 12SER, 13ASP Of CHal Q1 | 7H2| FFPE MZZF
AHE MEJSHE. dMS =7tEsto SO0l JEi7F M 71 HIAE AOIE 2429

HYUROA LRAXK BEF HSUCH M 7H2 7|2 A= SAHHO|Qt OFEE Y

20 7H2| FFPE T HYX|(Z, 10 ¥)0lAM DNA T2 THUSLICE Ml 42| AOIEOIM &
314 2o FE2 FHUSLICL 3 719 7HE H2E J[20MO ZE AN FHI=
therascreen KRAS RGQ PCRKit £ ARE3SHO HAEMZ If 5 74 =0l A
Opdlied ANl Ztzfof CHsf SHHE SAHO| HE S MISUSLICH Y& 7Hel AHHO0| &
Opdtied AXl Zh2of chHek HA| r&x 2 100% Z=st0 KRAS Kit & AFE S DNA =& At
X SO AE0]| Tiot AO|E 7 datd S USRS LIT
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o
>
>
5
>
P
(@)

Ol G0 O] EAUHO|EE ESt=E MEF AHE A8 ANEH
12SER X 13ASP EAHHO|E L ESH= L& FFPE |
ad Mzl HFE FAHJYSLCH o =7 AF= o =
S LICEH M 7HSl 7HE HIAE 7|20 2] 12ALA, 12ARG, 13ASP =
RE AN =HlE KRAS Kit & AtE3i0] |ﬁ52ﬂ° Iy ZHtE
MSeHS LTt o|2fst AAof Ciot A 2HHE EHE2 100% A ELICH 1

oot AX =H= M 72| 7HE HAE 7|201M 28/30(93.33%2F 5% =HE &H
HEE)el 2HE sddol  mEel  HIEE HIJFLICHL o Als
fherc:screen KRAS RGQ PCR Kit £ AH&35t0 H|IAEE +=3dt= O AH8E|l= DNA =& EXt
X AN KNl &Y s 5o YtdE HolEL T

EE M3% usty

O] Aol EX2 F=0| QlAamp DSP DNA FFPE Tissue Kit 3 KRAS S HO| 240
therascreen KRAS RGQ PCRKit & OJ2{ CtE2 ZEZ A2 A| HAESH AM|Q| AKX S AHHO
SEfO] ol SlES YBSte AOIUSUCH 2 7|EQ] M EEE AMESHY FFPE
HIAMZH AME BARMSH, QlAamp DSP DNA FFPE Tissue Kit 2} therascreen KRAS
RGQ PCR Kit 2| CHE ZEE A3 HAE AX 2 504':'10| HEjol| Fe2 OIX|X|

Eelhe A2 HARSUCH 25UH((24) 70l BI2MZH Y HK|(therascreen KRAS RGQ
PCRKit 2 AEE L5 742l SHHO|Of Tl 2+ Ml 7H + Ml 7HS| Op ™ M) 7F S0l A
AMEEASLICE 2 A= M 7 EE2| QlAamp DSP DNA FFPE Tissue Kit & AHE5H0]
FEWSLICL 2E DNA FE2 RGQ 7|7|9] st PCR A& WOIM 2tz M| 74
2 E9| therascreen KRAS RGQ PCR Kit £ AF23810] HAEMNSL|C

ACr (= Ol B3t O = HFE 2t Cr 2h2| X10]) ! S HO| £E-E2 of 2 CHE QlAamp
DSP DNA FFPE Tissue Kit & A835t0] =&t B & HAE AHOf Cfs =FH 1 M2 CHE
therascreen KRAS RGQ PCR Kit & AF&3t0] HIAERMESL|CH "MA| H|20|| CHsl = #HO|
EHH 2| 95% 0| 40| Y=afiof ottt = 5 & 7|&2 2 S UH0|2f OF 0| 100% F2HotA
HEEcEM SFEASLCH
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FFPE | oF

0x

SHE OfF2 R0|A &20 22t A| 2| FFPE B| M ZH 2 4 1IE "HI°*
o

Hes YSots AOIASLICL BH 7H2| KRAS = O| dd Y FFPE
ol

HIAMEHQ ZH|(S3H0| 12ALA, 12ASP, 12CYS, 12VAL, 13ASP ZtZtoj| CHs} 6_ 7)ot
StIH2| KRAS OF S AMZ R E 2 5ot AN EHS HTSHo o Ii7HXA| 2L ot

75 O ZH A 7 XI™EOIAM  therascreen KRAS RGQ PCR Kit & Ar2st0] HH
HAEMSLICH 25 N7 ZE X|FO|AM SHE SHBO| MEf HH 2 M3 S LICH

AA
A= FFPE 2HO| g20M X270 F S 23X Y S LSUSHE

2 ﬂJIO

O] A0 M= therascreen KRAS RGQ PCR Kit 2 AEE Y& 7H2| KRAS =& EO|O1| Wk
OFYQl FNA HHE AFBRSLICE @ 7i2 KRAS OFd Y HMZREH 250 BEHE
AFE}E L. ol2iet ANl ¢ 7 2E 2| QlAamp DSP DNA FFPE Tissue Kit% AHESH
AEWSLICH DNA 2 £Z810] 10 O HIAES CFS TI(T0+52 5, T2, T3 OA
HAEZOO], o U2 T1 0|2 =7t & Fof 2N +HASLICH O] A7 0| &5
Ants 2HHE =AM E2 Al FFPE HIAMZEHQF FNA ZH7L Z& 56 F ¢t
HYHO|Et= SHE MSSLICH
Uty =22

O] A& therascreen KRAS RGQ PCRKit £ AE3St0] HAEE A< I A E&=
2d Z0E Bede TA 7 229 EXHE US| 2l DA ASLICE DNA =&
XM oS (8)7Hel A 7Hd SEO| ol makE 2fA XA, of EHZ, Buffer
ATL, CHH RS E A K, Buffer AL, Buffer AW 3 Buffer AW2 RISLICH 2 EE2 & 719
FFPE M ZF0|A &3 DNA £ AFE510] HIAEZN O, therascreen KRAS RGQ PCR Kit 2
AsE 2 LS 7ol SAHHO| Sl Ol AN E HEMSLICH SHHO| HHMl= HdE oA 2

of Ml HH(BxLOD)O| 3siFst= +ZTO0M HAESLLCHL & 2HE22 ZF(SQBO|
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9 OFME 2H)0l Al JHOl CHE SE(AT Y TR 2E(1x), A1 Y DX 2ol

B(10x), 32 oy @A ool W H(100)2 2t OlF el BUH 7y 23

Amo|agELC 84 (EBY 4¥S T + USS, T EHST BT DNA F504
A

AT B AWMl Buffer ATE 2 2WO|IAYSLICEH A= therascreen KRAS RGQ

mo ne

PCRKit Off Xt 2 F5 LHA[Z 5= QU= FFPEDNA =& 7|EO0|M olE 20| 7td 23
Ix =0 24 950 ofiEfst 8Nl IS O[X X FUel, g SHE SO

g Ma, g 2 20| HAESH =9 AN R Z2(58/64 =4, 1x =)0 CHoH

o aCr MO0 SAMCZ Folot SES OIXA HUES YSUASLICL SAHL=Z

l0/gt KOS 221 of X 7 AMel B2, 2 AHMel EooilM 2 E Kol g+ A&
71& 2 £2xSD(AH g HT0A 7t 2 SD FFA) O A= LICt.

8|2 =2 2481(Hb)O| therascreen KRAS RGQ PCR Kit Off O|X|= F&S BIt5H7| Aok =7t
ATE FHYSLICL O] HTFOM= 12ALA, 12ASP, 12ARG, 12VAL, 12CYS, 13ASP
SAHOolof Chol ==E AY XN HAME ALERSUCEL SHHO|2 Ipgde=z 2l
12SER e AAl= B7HoHA| BUASLICEH Y& KRAS OFd FFPE M= A+ AHM MEO
S0 SAHO| 9 JENQ AHMoM el A 7Hd S EIIASUCH HAE M= +
bR B2 s=2| Hb(x|1 of

ool agsH Lt #F HA

e go

A WA 20| HEH0.5x) X AT A DA Q(1x) R
5= (1x)E CLS| EPO7-A2 Ol A 2g/L 2 ME{E| Q&L Ct.0|

A= therascreen KRAS RGQ PCR Kit & AH&2F 12ASP, 12ARG, 12VAL, 12CYS 3 13ASP
ZoH0|o| AZ0| AMAE 7t Z27 S RIZHIO| YD HIX| USS Q=LA L|CH

Iﬂ1

== = HoMm
J2{Lt KRAS 7|EE ATt 12ALA SAHO0[Q] HE2 0.50pg/pl Hb 0|2l S0
ggs ek
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Horfd Aol 542 KRAS 7|EQ| 24 S =HEdts AOIASLCH SHHO| 210
X

SH0i| CHaH S B ELICH KRAS 7| EO| 249 S BII5H7| Ql8ll Cha

O ¢i7o] 52 CtYst CHHES EA K 23 A|ZH50, 55, 60, 65, 70 =)0 CHsH
therascreen KRAS RGQ PCR A|AEIC| ZHE S Bt ESHY AT HIO|HE M3dt=
ZO|AELICH KRAS 7| EE2 AEE ZF LZ 79| SOt 3| ot 712l O (Wild Type,

WT)2 &St ol 712 H|AM ZH 2 (Non-Small Cell Lung Cancer, NSCLC) ZAH|(H| 74
FFPE Mz S 4| 7} U4 FFPE H|AMZH Y AKX)E FFPE FF Kit £ AFESHY FE}
ot 7§ 2 E 9| KRAS Kit NSCLC & AHE3t0] HIAEYELICH6 7H =HI=). X2 DNA £¢
+F2 KRAS Kit CHE B 222 A8 SEYELICH SUHO| HX= iz B3
2gE A 2 SABO| B 28 =2 AF8SHY HIAE D WT HA|l= KRAS 7| E2| O &
I EES ZF AFESHY HIAEMSLICH ACr gHESHHO| B2t THE B3 7F FAM Cr 24
XHol) & 2E AMOf Cigt S¢HO| THE S 2 2ol AI™o| 253

[

552, 60 &, 65 29| 07| C}2 CHMBS S A K 23 A|Fo| Z&E ZH7L 100% 2HHE
SO g2 WP AL, KRAS A|2H O] g S YSUSLICH TEH o= THfst
CHEsiZ A K 28 AlZH50 2~70 &)2 KRAS NSCLC A|AB9l 50| folot Fats
O|X|X| XS LCH TH A7l 22, 238/239 72| R= AHM7t Hetst SQiH0| S
M0 ot 7ol F& WT X =0] 70 20 12ASP =Q#0| 21t MISHSLICE Of
AHel CHE =X= A s 25 odE WT THEE MaSR2E2 ZALS THAISHA]
B RS LICE

12ARG =AHO|E tHESHE O #HIT MEFE AH8S 7] Aol 2= &
3 12ARG =CEO|(2AZt T MZF FFPE AHM AME)E E7tot=
THYUSLICH KRAS 7|EE2 HEE 12ARG SAUPO|E CHERTE FFPE MZF N E
ATOM HAERSLC 20 2FE A7t B0 55 2, 60 =, 652, 70 2 5
MElE NS B7IdsLth 2E 2HE SH=(144 7H) oM SBHE TE0| LS L

44
ﬁ\l_
re og
H
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X 5| &HLlol oiet Ry A7

Ol ATtel =X2 mul e 20| HSO| CHS therascreen KRAS Kit 2| {1 IE 275t
ZOIASLICE O] AFO M= MEFE AL SLICE O] A0l M= Of & 7HO| FFPE M ZF
BH(12ALA, 12ASP, 12ARG, 12CYS, 12SER, 12VAL, 13ASP & WT), &4 == E(PC) &
HZ3l gl (IESTNTC)S AFBRISLICH KRAS Kit O 2t PCR H20| 21|(%, 2t v
SotE, M EE Tag BN E |0 & £20%7HK| JHEE W HBZHOZ LROLt J|E}

2 CH
2E 422 7|E0 et #F T2 MELJUSLILE 2 Haot HAE ZA(Test

A Tir

0

o — o —
Condifion, TC)2.2 ZHEE|QIELICH 2t A e S0t Helstn EE Aoz
SHEUSLICH 2 Ao ABE Al% 8| CIYEIRODE B 23 72 HlAE ZHO|

=M EASUC O] E20 Y A= therascreen KRAS RGQ PCR System O| 12ASP 02| 2|
CHE ZE 40| CHal =[O oF +20%7HX| Cht THE 80N ZHgs ASHSLICH

= A O OO I_DE Ho M-

KRAS Kit 2| Z} PCR d22| 82 /28X U §EHL =2 HaAYX| U 7|Et 2= S22 EE

STz AEUE M, ROl 80| Bt gD 2E O%L ACr o] XtO|= 12ASP
olelef CE 2= =M0f Cisl gted & M doA +2 b2 HEE St S = L0
UABE LI -21% Taq Off CiSt X A +==0IM 12ASP —.‘?’_——. 2 A2 2= 58
J1ES SSHR RYEUCE 12ASP ANE 8% 88X dl&HMQ BE VIES
SEHEYU2ER of HHE0]| sl o] +FE2= AFMSLIC

12ARG =AHO|E tHEStE H #HT MEFE AHES =7 E-_rLOiWQ 2gs &
2l 12ARG = HO|(QZh T M2 FFPE M ALE)E

THASLICH KRAS 7|EE2 HEE 12ARG EVHO0|E EHi_t?A._ FFPE M= AH S
AFO0IM HAEYSLCH HM= 23 42 HAE =H Z&8E A8
HAEYSHCH 1YY £ /S8 28 2 7180 718 =2 =
flell, e 2o 8F(US 2=, Tag, AHM)E SAM BHEHSLICE A
oj2 CHE PCR g2 =& 2t 2E Cr gt2| XtO[7F O 2t A CH=X| &

dted S Aed A SO dEE S 7‘0*%'5 el + B O|5t0{OF SHrt= 7*OIC’* LIk,
ZE ZIt7t ol2fst 27 AleE SEYUSLICE O] 220 A= KRAS Kit 7+ T|HE

Mo N 4t © 1

2
Y N rE

=35

[

s [ §
oy

_\.‘_
=
I
—ﬁ
N
-

2F=2 Qlgh Hof £20%2 8T SIEHS AOIE AGUo FEs ZdsS
YSUSLCHEE 2= AL L8 m).
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Ol ALK M
Oo= ©

or

therascreen KRAS RGQ PCR Kit = KRAS XIS Z= 12 2 13 Of|AM 7 7HX|2] KRAS
=0HO0|E E0|Ho 2 HAESITEE USOHELICH O|A2 0|F ZE0|A] OFdH MES

EYMoz HESIZE TEOX|X| UU}FLICL HAE ZiHE  "[mutation name]
Detected"([#0] O|&] ZZE) % "No Mutation Detected"(ERHO| HAZEEIX| AZFE

HIOELCE Of2fof MA|E A AFSOAM KRAS SO & Zit= 5Y ZE 0|
therascreen KRAS RGQ PCR Kit Of| 2|8l A==l 7 7kX| S A O|(G12A, G12D, G12R, G12C,
G12S, G12V, G13D) & dfLt O|4&tof CHsto] Aol XS QLICEH KRAS =X EBO|
SO E)2 Y =ZA 0| therascreen KRAS RGQ PCR Kit 2 AZEE 7 7HX| S HO|0f

Ci5kod 242l etAtE ZeLICHZS, BAI7t therascreen KRAS RGQ PCR Kit 2 S| K| 2
=HO|E KRAS REA0 1 AS 5 AUB).

Erbitux(M S A2 ArES HEHS= Ao A+

Erbitux(MSAIZ)E A8t X2E QI8 SAE HEY = UAZF o Z
BHIAEZ M| therascreen KRAS RGQ PCR Kit 2| 1AM d =2
dgst7| fIsll of Aol ddH g5 ATt AL JASLICH Erbltux(Aﬂ'ﬂETMm) | otEd
@I CA225025 ATROIN YBEABLICH CA225025 & O[T XRE EGRR
e Mold 2 A E Y (metastatic CRC, mCRC)E 7+l 572 D:'°| SO M = &l 7|2,
S0 2, 229 B8 Yo AIFOIASLICH SRS 2 Erbitux(MEAIR) + =2 X|X|
X| & (Best Supportive Care, BSC) E= BSC Bt ZEE FXR((1:1) HIEAUSLICH
Erbitux (M EAIZ)= MS0 400mg/m?22 FOE|on, 2Y AL 8 = Bl
=40[ LIEHE M7kX| Of S 250mg/m? 4] SO &L Tt

4>

572 Ho| 22| Hi7d Ao A™(TL L2 63 ML, Hd2 64%, B2 89% %20,
77%e HIO|A2R ECOG && HEf7F O~1 O|/}ELICE 27 SA S & HjojAztel EFY2
Kgz 7l |AREELCH 2E 2= O|2[cH|TH(irinotecan) ZT LB}
S o2 E2tE (oxaliplatin) 28 RS Zate O[T X2 & A TAS ERASLICL
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& LILC}. therascreen

(e]Ne ] |-
PIDIN
AHO| g ZLoIAL,

453/572 B(79%)2] EHXIOIA KRAS SOIEHIO| MEHE OIg 4
KRAS RGQ PCR Kit 2 B7I3H2 [ 245 B(54%)2| EAH= KRAS =
208 B(46%)2 KRAS S 0| S4 SY0| &L Ct

ol @10l FE MM HEL H

d1 ql A4ZE 7[ZHOverall Survival, OS)0| A& L|CE KRAS =X H#H O]
=d(ordd) HEe 2t

MZ 7| ZHEZ)(95% CI|S Erbitux(M S A8 + BSC X|220]
8.6(7.0, 10.3)7§2, BSC X|2:20| 5.0(4.3, 5.7)7H 20| Q42 L|C}. BSC THH] Erbitux(M EA|R)
+ BSC 2] OS ¥"H|&= 0.63 O|AELICEH 95% 22| FZHConfidence Interval, Cl)2 (0.47,
0.84)A&L|Ct.

o_
Ho

KRAS ECIEI0| QA ZiTto| AL, MZE 7|ZHE L) Erbitux(MEAIE) + BSC x| 270
4.8(3.9, 5.6)71 2, BSC X|2F0| 4.6(3.6, 4.9)7HL0|AELICt EHE 0.91 0]
95% CI(0.67, 1.24) ¥ & LICH Ant= & 40 3p 22 1 0f LIQF AUSL|CH,

B 40. O|H0j| X| 2 EGFR 2d Ho|d ZEXTA(ZF T2 B & KRAS HEH)ol M TA| HE 7|2t

oFyd
o5 29 o KRAS EEHO| S KRAS E¢tH0| &4
Erbitux+BSC BSC Erbitux+BSC BSC Erbitux+BSC BSC
N=287 N=285 N=117 N=128 N=108 N=100
Sty 61 4.6 8.6 5.0 4.8 4.6
(95% ClI) (5.4, 6.7) (4.2, 4.9) (7.0, 10.3) (4.3,5.7) (3.9, 5.6) (3.6, 4.9)
O| & H| 0.77 0.63 0.91
(95% CI) (0.64, 0.92) (0.47, 0.84) (0.67, 1.24)
p-u* 0.0046 - -
* B3 ED w9 dd 7|
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1.09 =+

0.9
0.8
0.74
0.64
LIE
I
K1 0.44
=0
< 0.3
0.24
0.1
0.0
77T 71T T
0 3 6 5 12 15 18 21 2
2l MEfO| Bt e
ERB + BSC 117 100 T8 44 20 7 2z ] 1)
BSC 128 =) 45 4 15 T 5 1 o

= ERSITUX + BSC ==== BSC

33 1.KRAS EHHO| S/4(0FE ) THol’d 2FZIT e exte] HA WE 7|2kofl 2t 7HE2H-010]0f Z 4,

670" 912 JHYO|A FHEREOLO|Of Z=HX|Of 7| XS MH| MESS KRAS OFAE &9
ZEHO A Erbitux(Ml SAIR)+BSC X|220| BSC X| 220 H|gH O &U&LICH O 29&
KRAS = #0| ot 9| HEHoM = 2= K| RS LT

Vectibix(THLIE 2B ALE S SIHajste Q4 17

Vectibix(ItL| £ R )2 X2 At IHfof =20| &= St ZIE HAEZ M therascreen

KRAS RGQ PCR Kit o] & &S HHHSt= HOIEHE E95t7| ?loh o ol X

S|
ds A7t =HE|JSLICE O] HFL| ZA 2 therascreen KRAS RGQ PCR Kit 2 Z7F &l
KRAS = HO| HEE Vectibix(TtL|FF ) X 22| O|HE =3 = U= Ho|d AFATY
SIXE MESHE O AMBE 5= UK BItSt= AOIASLICE A4 Al” 20050203 &
ChHo g, Aed, 37 etd, R4 HiE 3 o g+, O|Fo| X|= &X] b2 xigd To|d

= Eyoigel,

AYEYY SA0A F4E| B, 55222 PRt (5FU), F2 L (FOLFOX)Dt
o=
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£ therascreen KRAS RGQ PCR Kit 2
AArStol & 742 5t TY SRS A 20 AFE 12 2
13 of 7 ZFX|2| KRAS A7t E= M Q=7t0] W2t KRAS
SO0l L (ZSUHO| KRAS)I KRAS =¢H0| SH((OFdHE KRAS)RLICH =X
M0 AT 20050203 2| =5 H|O|E{E KRASSH| T2 7| &2 2 A E =M S LICE KRAS
MOl F FH2 KRAS SAHO| T 2tXH0f| H|S] KRAS OFdd S 2tXI0| A FOLFOX
Eh= 290 HISH Vectibix(TtL| FF2f) + FOLFOX 7k PFS o MEHA QI 70| 2 o 3 A
LIEFSt=X| E715t= AO[AS LT

20050203 A0 &ofst
|

HI
r
ob TE ™

A

r

g X Xt 2 Ertea2 Q40| thot 285 S WA 710l 2|5 HoHE opdH
KRAS T0Jd AT AT ehXt(n = 656)0| A 2| 1M ME 7|2t Progression-Free Survival,
PFS)O|ASLICE CHE =8 55 H7I 252 OS U ORR O| A& LICt O KRAS T10|d
AHEAYY SR AML 25 A7 & 41 0F 28 2 of Lot LS LICE

H 41. oFEE KRAS T0| 8 ZHHEY BXOAML| 25 Zat

PFS
oMY krR4s  SEACHE)  wIEH ORR
2L (95% Cl) (95% CI) p-o (95% Cl)
oL s FE 9.6 0.80 54%
oL S 25 N=325 0.02
+ FOLFOX (9.2, 11.1) (0.66, 0.97) (48%, 59%)
FOLFOX EH= N=331 8.0 47%
- - (7.5,9.3) (41%, 52%)
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100%
' N
90%: . —— O FEY + FOLFOX(n=325)
~ = = FOLFOX E=(n=331)
80%
70%
ot 60%
E
T 50%
<
o 409
30%
20%
10% o
1
0% !
1 1 1 T T 1 T
o] 4 8 12 16 20 24

1 SEfel Bxt:

254 156 73 2 1 0
THSRY + FOFOX 33 242 127 a 18
FOLFOX tt&

33 2. oOpEE KRAS TO|d ZEE|TY xte

% WE 7|2HpFS)oll Chet FHE-0Lojof ZA,

40
I
0:
0:

KRAS EHO0| Y XS S| M Vectibix(TtL ERE) + FOLFOX 2 £0i3 221 HO|
SY PFS = 7.3 7HE(95% Cl: 6.3, 8.0)0|A2H, FOLIFOX & th= F0igt 219 Fo| S
PFS £ 8.8 7H&(95% Cl: 7.7, 9.4)0| AELICHHR = 1.29, 95% ClI: 1.04, 1.62). Y OS &
Vectibix(ItL| £ F2) + FOLFOX £ FOoIgt XS0l 155 JHEH(95% Cl: 131,
17.6)0|A20{, FOLFOX & Ettx Fost 252 193 7HE(95% Cl: 16.5,

ORAIE KRAS Z0| 4 AT $Hxto| 82%01A2| O|MES 7|90z YElo|=E HeE
8¢ OS B4 2404 FOLFOX EH5 2Tt H|D510] Vectibix(TH £RE) + FOLFOX
W8 Qo X8 TS FHYLUIH Vectbix(THLS2Y) + FOIFOX £ H8 0i3
A 8 ZYEY BR

325 Fo| &Y OS &= 23.8 1&(95% Cl: 20.0,

120 therascreen KRAS RGQ PCR Kit A2 X|&  08/2023



2770|9420, FOLFOX & HHE =

17.4, 22.6)0| A& LICHHR = 0.83, 95% Cl: 0.70, 0.98). Z

I_

|_

ok 331 Eo| 2HAte 3% oS &

agl

19.4 748(95% Cl:
3 0f Lief AELCE

A H

100%
PNE=ES
90% THLIERTE 4 FOIFOXIn=325)
=~ T FOLFOX £ (n=331
80% =(n=331)
70%.
60%
%
) 0,
K 50%
=0
40%
30%
20% ‘UJ_J
10% !
"l__l
0/0" L] T L] T T T T T ] T L} T T T T T L} L}
0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72
He
2% AEfol At
Cea 35 310 26 227 2065 172 151 132 111 84 78 63 54 42 25 17 6 0 0
THFPE +FOIFOX 33 304 267 226 191 157 123 11 9% 77 6 45 4 32 17 W0 3 1 0
FOLFOX EH5
17 3. OF 43 KRAS 0| AF R Btxte| HA| WE 7|1ZHOS)of| Chet 7HE2t-0po[of 4.
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LUMAKRAS™(A E 2}41)0] AFR S SIEHAISHE QA 67

LUMAKRAS (£ E2H) S AHES X2 & Qo Bl M| ZH  2hAtO| mHtof| =Z0| &= St
T HIAEZ M| therascreen KRAS RGQ PCR Kit 2| AN 9588 US| ol st
ol M ds A7t FHEJASLCH o Ao £
PCR sKit 2 ZHE G12C SHHO0| ME|S LUMAKRAS(AE2H) k|20 O|HE w2 %
e HAMERY XS MEISH= O AFEE = U=X| 745t AO|JAELICE
A 20170543 2 KRAS G12C =ZQHEOIE 7tz Tdd 1HILE el
CHE X0l A LUMAKRAS (2 E2HY) 2] R S etEde Botst7| fIsh 22
i, CHole, | 1/2 o AT LT O Aol HIAMZER S K 2 48 £20| C
St ClO|E{ 7} S8t TITt EIAE 2N therascreen KRAS RGQ PCR Kit 2| 4
2 XX[SH7] o AEEASLCH X HdEH ZI0|M KRAS G12C S¢HO|
ZH Y2 BIHE AR A SF0| Mot AL, Ol= therascreen KRAS RGQ
3

PCRKit & A8t Y HAEZ 2 lE[AS LT

30
rir
[l

> oo

40 AT oA
B ot 1x e o ox
i)
=%
ot
In

=
=

Of Ao HAMZEDY X 2 & FE2| LA BIt H= Response Evaluation Criteria in
Solid Tumors(RECIST) B 1.1 2 H7tot T 2 2A HEZE(Objective Response Rate, ORR),
KRAS G12C =90 Tdd B Ao HE QEo=zAM
LUMAKRAS (2 E2H4l) 0| 7|2

30
rir
>

o
okt
N
[o]3
rir
S
=
£9
o>
T
=}

5126 P2 HIAMZH QY 2tXt F 124 Fo| Al CHY A7 TN 2420 2 ASLICH
T ol AlUidRvr =otE JEfe] S 8X 5 AE(Blinded Independent Centralized
Review, BICR)Oi| 2} >1 72| 5 “hs¢ot EHO| §iA7] W20 ML= ASLCH BFEH

o
S Z7EH 0 BICR A A O| A RECIST 1.1 0f It} KRAS G12C
PO| Bl A M 2T & AlRICHARIOf CHSH B2HeE ORR(TIA| BHS + 2 B3)2| LA Bt
36%(45/124 Ho| A™CHMX, 95% Cl: 28~45%)R%2M, F(2)BQ
H

FXH2%) 7 &F BHE S PR 43 FOo| AAUYRB5%)7t F&2 HES
I.E

of

r

rE mn

rir

>

oz 0% 4
= g‘:
0

YU HIRUELICEH FHE 0010 EEel B1g X|% 7|ZHDuration Of Response,
DOR) &Y af2 10 JHHO|ASLICHESR]: 1.3+, 11.1).

122 therascreen KRAS RGQ PCR Kit A2 X|&  08/2023



Krazati®(OFCFIE2HA| ) O] ALE S R HStE P4 F+

KRAS G12C SQIH0| AZ HAE ZANE 78O 2 Krazati(OICII2HA|E)E A
K2 HAMZHY XS AYES= O therascreen KRAS RGQ PCR Kit & St 7
o
'.

Agots B2 0| 7|20 Y4 B52 US| 9% 7tm ARE SHSLICH

=] tor Y o oln
o o K Jo ot
Nororr bu

o
Y&AI™ 849-001 2 i§§ AOIA B2 E YN 251 HREASHCH Yy
KRAS G12C EC¢IHO| HE, KRAS G12C EAHO0| O|HZF, KRAS G12C SO
Al & Atof| Chst ORR % 22t 78oto] ItAS L

LA™ 849-001 2 KRAS G12C SCHO|7t Qe Tlld N¥IY SXE Of
Krazati(OFCIZI2EAIE)Q| 1/2 & CFE 2&E Z2E A[HO|ASL|CH O A4tA|
SHE KRAS Gl12C SEQHOI7} U= TdE 4d 1€IY SHAE
KrazatiOFCFL2IA|E)Q] QM AT} LYofMo| EXS HFSID Krazafi(OFCHEHA
ofEstE Eotoles AOIYELLCH ZZE A= 0 |2 2 HY HI3=Ql
AMHMZE KZ2E 22 KRAS Gl12C =9 0|7 = Tdd HAMIZHY SHA}
SEJUSULL 25 7t X ZH2 RECIST HH ojl [F2 ORR O| A S L.

|_u

p——4

0z

[0
mu |m 1o Hu >t rot

=
o
[1ny

£ .
. 30

A&4A™ 24 (Clinical Trial Assays, CTA)O| 2[slf SEE ZZE A A
HF 12 H2 KRAS G12C HIAEQ ELiX] AUE= S
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£ = Rotor-Gene Q therascreen KRAS Assay
Package 2| 2 X

therascreen KRAS RGQ PCR Kit = 72-Well Rotor & At-&5}H= Rotor Gene Q MDx (US) 7| 7| 2F
A A SES BHEOIBE LT Rotor-Gene Q therascreen KRAS Assay Package =
www.giagen.com 0| M = 2 CIRE2ES 4= QELICEH

&1 Rotor-Gene Q therascreen KRAS Assay Package = Rotor-Gene Q 2T E Q0] HH
2.3.1 O M2t ZESBHL|CE, therascreen KRAS Assay Package £ A X|5t7| T 0]l Rotor-Gene Q
2ZEQ0] x4 BT EX|Z|0] U=X| HRASHHAL.

0]

I§ 7| X| 0| = "therascreen KRAS QC Locked Template" (therascreen KRAS QC &2 HE &)
"therascreen KRAS Llocked Template"(therascreen KRAS Z& HER)0| ZZE|Of

SLICH O] 24 m7|X|0f = ot A2 7| Ed5t= O AH8Y = U= 4 7Hs Z20|1E

1} QlAamp DSP DNA FFPE Tissue Kit & A&t FFPE X THI, therascreen KRAS RGQ

CR Kit £ A2%t DNA ZKM "7t 9 therascreen KRAS RGQ PCR Kit & ArE%H KRAS
HHO| HES QB PCR ZE2EEZS S oot M3 HIESIE ZaE|0f QEL|LC

I2 30 %8

o

)l

CHS EXHOl| 2} therascreen KRAS Assay Package & A X|gfL|C.

1. www.giagen.com 0| A] Rotor-Gene Q therascreen KRAS RGQ Assay Package H &
3.1.1 2 LREEYLCL

2. Hio|2{AT} Ql= O|5A! MEAE AHES0] Rotor-Gene Q MDx 7| 710 HZ &l
T ESQOZ Assay Package E H& &L CH

3. therascreen_KRAS_Assay Package 3.1.1.exe £ & 'H S 2/50] X|E A|&gfL L}

273 Op&ARZE LEEFEF LT
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ﬁlSetup-Rotor-Genthherascreen KRAS Assay Package == =]

Welcome to the Rotor-Gene Q
therascreen KRAS Assay Package
Setup Wizard

This will install Rotor-Gene O therascreen KRAS Assay
Package 3.1.1 on your computer.

It is recommended that you close all other applications before
continuing.

Click Mext to continue, or Cancel to exit Setup.

[ Ne> | [ Cancel

4. Next(CI3)E 225t ASEL T
License Agreement(2} 0|44 A A|2f) Tzt &f Xt 7 S & LILCE.

15 Setup - Rotor-Gene Q thera RA Package =101 %]

License Agreement "
Please read the following important information before continuing (’\;
N

Please read the following License Agreement. ‘You must accept the terms of this
agreement before continuing with the installation.

Licence Agreement -

1. Inthe following "'Qiagen’ refers to Qiagen GmbH and its affilated companies and
“Software' means the programs and data supplied on this physical medium (eg. CD-
ROM) or over the Intemet with these conditions. (If you are unsure of any aspect of
this agreement or have any questions they should be emailed to
suppoit@qiagen.com ) The Software and any accompanying documentation have
been developed entirely at private expense. They are delivered and licensed as
“'commercial computer software”

2. Licence Ll

= ] 1

" 1 do not accept the agreement 2
<Back Next> Cancel |

5. License Agreement(2} 0|12 7| 9F) &fXto| 2HO|M A A2FS 2111 | accept the
I.

agreement(H| 2}0] S22 (1) 0| M= FEAIGLICH
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YZ3l MO AHEOR ABHE|D AT Setup(8%) CHEHAAI EAIELIT

Setup - Rotor-Gene Q therascreen KRAS Assay Package. =10 Iﬁ

Completing the Rotor-Gene Q
therascreen KRAS Assay Package
Setup Wizard

Setup has finished installing Rotor-Gene O therascreen KRAS
Assay Package on your computer. The application may be
launched by selecting the installed icons.

Click Finish to exit Setup.

7. Finish(S2)(1)E 22510 27 DtEAIE S=2ELC
8. AFHE AR LIL
therascreen KRAS QC Locked Template(therascreen KRAS QC

therascreen KRAS Locked Template(therascreen KRAS &3 &
ANS22 S G50 BHE otHO| BEA|E LT
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HE LHegs IR M
therascreen KRAS RGQ 24 3| HI2E. | [|x BA, 870021
PCR Kit (24) 7 EQH0l BN, I X 27,

2, Tag DNA B8t &4
Rotor-Gene Q therascreen  therascreen KRAS RGQ PCR Kit 5! 9023818
KRAS Assay Package QIAGEN Rotor-Gene Q MDx (US)
3.1.1CD 71719 &M AFBE 4 U

ATEQO Z2EZ

I§ 7| K| (Rotor-Gene Q 2 E Q|| 0f

7 2.3 1t S3hE)
Rotor-Gene Q MDx ! £ &% X|
Rotor-Gene Q MDx AX|ZHPCR ALO| 28, cEE 9002035
Platform (US) ZEE AZEQ O, EAEK|

1d ESEE A )
Rotor-Gene Q MDx AMA|ZEPCR AFO| 22, tEE 9002036
System (US) HEE, ATEQ 0, HAFK|, | W

BE(RE U o7k, 8K % 28
loading Block 72 x 0.1 ml 72 x 0.1ml 5 E2| &t x4 9018901
Tubes O3g A8 +5 B 8yS

ot HR0E 25
Strip Tubes and Caps, 1,000 2| Bt 2 2|3t 250 74 981103
0.1 ml (250) AERU4MNEE) L Y
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2. YAHo=z Yol 2t0|M A 0|2/0] QIAGEN 2 & 7|E SlI/E= & 7|E9| AF8O| A 3 Ajo| HetE Helot| ¢hae BE3HA| ¥& Lt

3. 27|E Aoe PEES Yol822 20| ATt ROE|0] THAHE, 2| THH|A] E= MEOIE & gL

4. QIAGEN 2 HAIH o2 HAIE 2o o]0 HAIHO|E LFHO|E CH2 BE 2to|MAS YA FOIFLC

5. 7|E TO§AE 9L AFERHE OIM SE WIS RESHALE ZEE = AU ol BHAIT FotALE 0|5 & &5HA| & O S2lELICh QIAGEN 2 25
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