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BB ©ovevereesesesstsssstetes et s e bt et e s bt e b st a bbb Atk s b st A b bt s et et b st es st sene
T P B ettt ettt bbbt n sttt e ena
B TEIETIE oottt ees ettt sttt 7
FHBLTZEII <ottt ettt 7
T TSRS 8
FRIEATFIE ¢t 11
ERBHAETIZE s vvoorvvessssessse st 1
SEAGTIEI ..ottt 12
T N AR R IEITAI ettt 13
FEMIERT ..ottt sttt 13
TR oot 13
FEB oot 13
B A IERTEIE oottt bttt b s eas 15
e i £ | ST UUURSTRRP 15
R IE IR bbbt 15
SATEIEET IR oottt ettt 17
FRESEETEHIIEI ..ottt ettt 18
TR ceeveeeses s s 20
SBVEFZFE © DNA FEHL oottt 20
BRIEARIT T DNA BRI oottt 22
BUERZFT + KRAS ZEEERR covvoovveoeesseseeieesese s 35
GEEELIIEE oottt ettt ettt ettt et et bt et e ettt bttt ettt ne e
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PRI ¢ttt 50
A T et 50
B vt e 50
ZE IR oot 51
B RT FTEHEITERER 1 CRC i 51
B AT T EHETTEEER 1 NSCLC oo 54
T HIERPE (Limit of detection » LOD) c.uiiciieciieie ettt 56
DNA B ATIZRPE .o 57
THEHIVE .o s 61
BT TG ettt e ettt bbbttt ettt bt shee bt e et e et et ea 62
B/ SE SUSZIEE vttt 63
B TERIETEIME oo 65
BEARBEFEZEFLME oo 77
BEARERE T ERTZERME (B NSCLC ) ettt 78
BEERTEBE oottt ettt bbb 82
IR o et 83
e B B e PSSR USRSRRS 87
i therascreen KRAS Assay Package #aE A4z BRAVAZIE .......ovveveevveeneeeennieenens 88
R ettt ettt ettt sttt ae et ne e 21
TR TR e ettt ettt ettt ettt e bbbt e et ettt sateea 92
ii5E A - therascreen KRAS RGQ PCR Kit FEEEERRIT woveeeeeeeeeee e 93
GERFNE (TE) oot 109
BB ST ATTEREIE v vveveverenre ettt sttt et 109
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B ATATT vttt e ettt ettt 113
% B : 2785 therascreen KRAS AssAy PACKOGE BEE ...oc.vveeeveeeiieeeeieeee e 119
= 3 OSSO U PR TTSRRRTRTI 123
S R TR R B oottt ettt bttt et 125
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t

HE

ArEdE R EN: PCR ffllE4H - AZELIERC Rotor-Gene Q MDx gz el KRAS
BUEANG 12 M1 13 et 5 ry 7 TRAGAIAEseE -

X\

AEARIAH 8 A A HITE 4SS R (Colorectal Cancer » CRC) =7k NiifffiiE (Non-Small
Cell Lung Cancer » NSCLC) BAMEEKE & A fEE (Formalin-Fixed Paraffin-
Embedded - FFPE) 4H&HZHIET DNA » iF AR v & @ UIER T - MHEr4HEkTI R (Core
Needle Biopsy » CNB) sigfigtihiik (Fine Needle Aspiration » FNA) ££££ -

KRAS E:[A HfiyAusmpazess 2 CRC MEEF 4 ERT (Epidermal Growth Factor » EGFR)
HERAE (F40 panitumumab Ffl cetuximalb ) g iy YEE FaSHI M AR it -

{45 KRAS G12C Ze 88 (45 IR » Az aath mT FIFY B s & 22 sotorasib JaHFFHY
NSCLC &% - KRAS A thHyGAlifze 8 E vl (F Ry HAth NSCLC JaRRayBETR I AV -
HEMEHUERIRE

BAEMFUDEFOAERT > BT BEIZEERESN  BEFREEMBEREER - MHEERE
KRAS ZEZRREA R R IE /BB F LB RRIE -

AEIIEF R 2E CRC ~ NSCLC ST HALH

ENEUENN ol S

therascreen KRAS RGQ PCR Kit {27 08/2023 5
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AAFIHER N EEMR -

T i U R F 2 SR SE 45 AN 53 T AE VPR R [RGB TR A T B SE N B A -
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ait OH KPR
CESTI

NBEEE F0ERE KRAS B ERZeE (1 - 4) - AZ 48R Scorpions 1 ARMS (ZE{ir A H
ZPAZEEERE 20 ) Feffir (50 6) - RESITETT A HUAL IR RS DNA B8 Mgl KRAS BRI EE 12 A
13 SREMGT-HY 7 fHZEEE (3= 1) - % COSMIC &iREFATERE (2015 v72) » Az ANy
7 TEZE8 A CRC BE P HEAIATE KRAS 2881 >95% » LAl NSCLC B & HIfTa
zesll] >88% (7)

=11 Z28R1 COSMIC AI4nshE

£S5 (5 COSMIC ID*
GLY12ALA (G12A) GGT>GCT 522
GLY12ASP (G12D) GGT>GAT 521
GLY12ARG (G12R) GGT>CGT 518
GLY12CYS (G12C) GGT>TGT 516
GLY12SER (G12S) GGT>AGT 517
GLYI2VAL (G12V) GGT>GIT 520
GLY13ASP (G13D) GGC>GAC 532

*

COSMIC ID 5 gz sz H4% - (7) (www.sanger.ac.uk/genetics/CGP/cosmic)

A EASHE B - seffEEr A4 DNA 25t MailRELBIRZEE A DNA - 415R
AlesH) DNA $5 5% AT DUl Er AR R ARG DNA B8 0.8% 1yZes (F52R5 50
H TR ) DI BRI R AR ) -

B EAT R Al N E (Polymerase Chain Reaction » PCR) f2FpH iR - AsiEI4H
BB EHIEEA s E M e HEERmTEEN: -

therascreen KRAS RGQ PCR Kit {# fHziHH 08/2023 7



(EdagitE
ABESLERF 2 T — ARMS F1 Scorpions — I E realktime PCR ririgizes -

RER IR LR
B NERESRIRHZEEE 1 ARMS 5T BRI EINZEE DNA - 28& £ Scorpions
ST EY) -

ARMS

ARMS FIH] Tag DNA S &R LIS PCR 511 3' IR MISERCaARATE —RET] - T
FUENE MY - E5[ 7522 UCHCR - BERIASRCERFEATHELE - 5 3' @pEssfic - A&
FTRESRAE /K PAYE SR - (AL - BIEFERZE DNA RIETTRBATREAT - B
WO E SR Y T iR

Scorpions

R IEER] Scorpions A{T - Scorpions EEEERET T - A BHREHLEGEHY PCR 5]
T o BEtE B EREE R (FAM) AR - &8 CERELRR, - 12 PCR #
TR EERETEL ARMS Hb T HHEE S - SO & BRI i - (BB R E iR
7K -

8 therascreen KRAS RGQ PCR Kit {#i 8 08/2023



ERVLIREEREEY

REsnELE 8 faefll :

o 1 HEMERN (ERERER [CTRL])

o 7 FEZEE M (12ALA ~ 12ASP ~ 12ARG ~ 12CYS ~ 12SER ~ 12VAL ~ 12ASP)

R RER Y R WiEl oy - e AR ALY FAM BERCATEURT - DUE HEX™ fRECAI A

EE - RIERSKRMGESRELARAB@E s EDTA &KER - MBS EHE EFHE
Poly A RNA -

]l
ARG RE 7 BT« FEH 0 HEITaE R > DIRFEEEA AT A RN KRAS DNA
WE - EHF D BITEENERN > TR GRS DNA -

an'E S

CTRL £ Scorpions 5[ FHIAMELS [ T2 KRAS ZERIMNET 4 BURIFFY © snE R EH]
PEEEATEESHEEE /K EA Y DNA » I HE B 22 SRS M T ATt E
Ay — AT -

an'E Ml
(EFfEECH FAM BV B IR SR A Py AT Hlg KRAS DNA 48 - 5Bt HIH s & s Ky
KRAS ENSMET 4 - 5171 Scorpion Fet AT 1L HEE T EAIHY KRAS ELAAY -

therascreen KRAS RGQ PCR Kit {27 08/2023 9



S

FrEzeE g AR FAM 521 Scorpions BREHFT ARMS 5[+ » ARES IR DNA
FEEE 27 DNA -

[
=

st - A E Rt A 2 AR B A

T

PER A E
BT HIEREZ SN - BN ERERESH BN E S - KRR TREFEEER
HERECESR AN » SlE 3 E TIRIEESREH T - MRS ESHIA PCR HIH AR -
WFRRE A AT IR R - (H3501E - ‘S EEEILEE DNA - RSB —E A
koK (DIl) - DEEFHEEEAMEREFIK (DIl.) STREATRRE -

i

Gl

SRS EERE 1 - 5 P IS EN  AEBEH KRAS By &4 (Positive
Control » PC) » /s B RIS FR IR - 3P VE B 445 R - AR AR
YRR RE P T ARH -

P E 4l

TR OAERE 9 - 13 REARMESES (B T EEReEE, ) - FESSH NTIC
FAZKPE R SIS 0y TS, o SRASURR S A I BT A o B A T (R e T RE RS S
A PSS P B L E RS R AR BE -

bl

{E N

A EEanBEI ) it R &R (Control Reaction Mix » CTRL) A EMEA Y T kS KRAS
DNA #H 8 TaT il o SEMCHIRIIREE G fy KRAS ELRINET- 4 - BAMTERE B ERINR
IOEEA > A KRAS BtEdnE 4 (Positive Control » PC) fE RS EamEH » (2 NTC FiK
TR R S E 4E -

10 therascreen KRAS RGQ PCR Kit {si 278 08/2023



FREATAR

WL ESSY)
therascreen KRAS RGQ PCR Kit (24)
et LA 870081

BUHERE BRI 24

BRE R s

4 Control Reaction Mix 2 x 600 pl
(HERIERAT) ‘ CTRL

R 12ALA Reaction Mix 600 ul
(2AlAEmERER) 2 1A

reacs) 12ASP Reaction Mix 600 ul
(12ASP RIERER) O 12ASP

¥4 12ARG Reaction Mix 600 pl
(12ARG RfERER) 4 I2AE

Gt 12CYS Reaction Mix 600 ul
(12CYs RiEREw)  ° 12CYS

= 12SER Reaction Mix 600 i
(12SER KIEREER)  © 125ER

e 12VAL Reaction Mix 600 i
VAL RERSR) 7 T2VAL

R 13ASP Reaction Mix 600 pl
(13ASP RIERER)  © IeiAsl?

K KRAS Positive Conftrol 9 PC 250
(KRAS [5G4l )

it Tag DNA Polymerase 7 80 ul
(Taq DNA %= 575 ) aq

He Water for NTC (NTC FHK) NTC 1.9 ml

B Water for Sample Dilution (#£4< 1.9 ml

MERERIZK)

Dil.

therascreen KRAS RGQ PCR Kit (&M F## (3230)
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PENIERES

AREmETERET R EL Rotor-Gene Q MDx 5plex HRM #2355 - Rotor-Gene Q ¥k
#eHl therascreen KRAS Assay Package #is ol {4k M kel CD o= Bt -

DRSS E A B T YR & Rotor-Gene Q MDx Splex HRM {25 - ARfRKE &
o sES R ERE T -

AL IHEE SRR 119 B THfifsE B - 2225 therascreen KRAS Assay Package #ifs | o

12 therascreen KRAS RGQ PCR Kit {13589 08/2023



s ZAEAR e BRI
S

® QIAamp DSP DNA FFPE Tissue Kit (EfL4msk 60404 5 s52005 20 H T #E{(EREF
DNA ZEEY | )

o

o E (96 -100%)*

et

o TEIESSIVIREIEIGE (F TR 0TSy - FAMHEE T A RS B R AR
=)

o HNECE IR ARV MR OE

e 0.1 mlStrip Tubes and Caps (HEEFIZE > 0.1 ml) > Bl 72 FLEETHEEC ] (2 mhdmit
981103 5t 981106)

AT

e 7 Cycling Green F1 Cycling Yellow &5¢i@iE (435I MEH FAM F1 HEX) Y Rotor-
Gene Q MDx 5plex HRM
e Rotfor-Gene Q ¥ERRA 2.3 Bl KRAS Assay Package #rig (A 3.1.1) > ARES)
{bzestal] (E2R T8k B 1 4% therascreen KRAS Assay Package #1#s ; ) -
Bt ¢ TEZEMIINE - A[EFER Rotor-Gene Q #i8MifEeE KRAS Assay Package
HhE - B2 T8k A ¢ therascreen KRAS RGQ PCR Kit FHHRIERF | »

¥ AEER SR PR R LA S A MY -
T (EFIRT - Hers IRRUESE R R R B RS -

therascreen KRAS RGQ PCR Kit {# &8 08/2023 13



o FURGEH" - MIEVEEERER - IIEWE - SGRESFE 56°C fi1 90°C T RIEHIAAFE
o TR LRIME O B 1.5 ml KB

o F MALNEEERE

o BEAMEHEMMIKRE (A=) 1

e PCR FREREFHEHABRE () *

o fE DNA EHARKE (A0 *

* IR > HEfRE IR RS AR AR AR AR RS
T REE SR HR S A LA S A B S 2R -

14 therascreen KRAS RGQ PCR Kit {13589 08/2023



EEMEEEIR
=2 HH

ERECEVER  BoFHSENERETFR  WEXFENEZLSR - IRERRESE
i - BEREEEMNRZEERK (Safety Data Sheets - SDS) - ELEZEERRIUG RS ERN
PDF 8RR LR : www.qiagen.com/safety - ¥$i¢ &8 QIAGEN B AFESEHE A
5 - SO - BB SIED SDS -

o FRECEMENEMMRNBERTEENERY - MENEREBERABENRRY - HEAE
REMBEMNEE -

o REEMZEERFEZRFINBAUEREY -

—REEEE
CAUTION | CAUTION —sa AR &E®MEATER: (W2)

TR B SRS E AR AR -
BRSNS S B EEEDSIL -

EREERATERBBBEEIEUTEER

o FREMMIN (BEEFIRFMEIRA ) BARAEMEBESBRETEMNEN - EEBSREEP
HEMAREESED -

o EHFRIMLHTER S B BMRFTIEMAY PCR 5% - HMERFEREBNERBRE
EERERSEILMA DNA #1if - RERSENREEE S TUEERERERRNE
B —EEBEIHETT - Rotor-Gene Q E7E PCR EBEHZER 2 EA B - E2A T
Ik PCR BEMIERBRESH -

therascreen KRAS RGQ PCR Kit {# fHziHH 08/2023 15



o FEMPHABCSKENTRIERE - RMFEBE—THESD - FAITIAEERMAEE
'K - BFEEREREENR 25 yl - RREFIEMEREERNER -

o AEMPHAAHRENIIKBEMRRMAARENRLRE - AERPHECTHBEBESHER
— A BAEPHNEMHEERER - MERSSENLRE - F2BRHAEADAEE -

o REFERARHBIAPIRMIAN Tag DNA BEM (Tag) - FERAREE—HEFETE
BERNAEMABRADN Tag DNA BSEBER - IRARBS—RIHEREN 7Tag DNA
BEmEE8 -

o AJ/ERVMEANMZRANIRE  BREET AEMERAGRARER - SFERRR :
FEC®RESHE  TEXMARGEIEREPENEBEREDR -
REZREFMINSEFKEE Rotor-Gene Q MDx 5plex HRM %32 -

16 therascreen KRAS RGQ PCR Kit iz 08/2023



AR A L 2

FE: B HUAIAE ERIRTA B B L AR EEIIR AR R - 3520 (8 s R BRIy -

A EAFZ KRS - AR AE AT MBI EERRE T2 HOREE ~ R EE T e
&FTRE > SREY) T E AR - (A TG - SRS L —( QIAGEN A EI R
HRECE AR (S REEE0E www.giagen.com) -

AEAEEWENR IR KFE L - 30 £ - 15°C AR B EEEF - BIRRHLEC
FrA 7 T—#E > Scorpions WZE#EEE - AR A FITEREERK -

& DR O E AR R RO T A IRFARE ERUEIRFIIIR - FER RS
MR - SHIIBHBR S 6 T R HRIEER -

therascreen KRAS RGQ PCR Kit {27 08/2023 17



fae A e R

L+ FTA AL R VB E R

BARRRAERSE FFPE h&kth ZXHIA AR RS DNA - fafg D/RTE IRy R Ty A8
2 DIECRIR AR E -

FERIREA R BB - BB AS HAVEUR TR B H (A — R AV HARL U R A — 2K - BERREA
TR S A FERERAR A - THITISRRERIAH AR DNA R A A i HIny2es -

R A A
L © (EFIZIRERIT] - SB701E i o R o e TP B -
o HNBEREA - BERTHIARE VIR LR ST B AR SR B L E

BRI DNA ZEHIAHEREE A (CRC)

o (HRIEEMBIFITE - S RSEERE 10% FIEEREMEERR (Neutral Buffered
Formalin - NBF) » i R&H i i g eh - ST A SIER BRI 5 um AYHAE
TR o AR EER A - -

o WHESZIEHIRIIA R (PIAAEEES) sHbEsARRE KGHEL (H&E) Jr@HITIR - DIEE
PR = AN - FESCAERYEIL R DS R A IR 4HAR - (E AT R #E7T DNA 22
HL -

o [FHfEREE (HHEE) >20% 1UIR BT T LEIAEHE (GE2R T30 -

o HWNEEEE CZHMEE) <20% (PR - AU RS ERY) A T T TEIHL - ZHEIE
FEJRRAH A -

o MBS <4 mm? BYY)F - AlEE 2 SRECE BRI R DGR R R 2 /D] 4 mm?

CEMAR RESEER T LEHAVEA) - EFEIRMERLHE -

o [ERTHVREMEIICAHA EEIF S ERET A -

18 therascreen KRAS RGQ PCR Kit {# fHziHH 08/2023



A DNA ZERHEREE A (NSCLC)

o [ FIREERRIRITT /AR A AR RS E 2 AE 109 NBF th - S RAAH @R RES R AW - (EFIT
FATERESEYIEL S um AYERERY) R - SRR ALK EER S |

o WHESZBHISII AR (BIAAEERS ) wFl H&E @bl - DI & AR - (5
RV R LT DNA ZEHL -

o (S FRTAYR B 1A B BT 2 BRI

TG
FEZOM TEF FFPE BERIEREG R - #k3 1£ DNA ZERCZ AT RS0 TR REF 4 B

NG DNA fEZEHUR T 2 - 8'C 7 1 8 > sREAEEAATIR - 30 2 - 15°C BHEF
81 -

therascreen KRAS RGQ PCR Kit {# &8 08/2023 19



Ea

FRIERER? - DNA ZEHY

DNA ZEH (CRC BEA)

{#H QIAamp DSP DNA FFPE Tissue Kit (QIAGEN, cat. no. 60404) Si{s FiltiEMURZ »
1} FFPE CRC ffa h 84BN A2 DNA -

#isE  ANESER QIAamp DSP DNA FFPE Tissue Kit Z5H#Y DNA #EfTEREE - FAEfH
FAEEAEAf DNA ZEEEE M
17 iE QIAamp DSP DNA FFPE Tissue Kit Handbook (Version 1) thivsiEH#EfT DNA Z£
HY > JEEDAUT 268k
o AR QIAamp DNA FFPE FFPE Tissue Kit > & S BHE - 7% DNA ZEH 7
HIUREA SR J702 -
o HEEFFHER QIAamp DSP DNA FFPE Tissue Kit -
o VI/{EH QlAamp DSP DNA FFPE Tissue Kit {8 F i Afraftry RNase S5 -
o IER QIAGEN Deparaffinization Solution - {#{#H QIAamp DSP DNA
FFPE Tissue Kit {5 FI 3l ATty — R/ ZBARs 5 0% -
ERSFEMEESR ” ZE ETRTE LTI
FREERE 1 RE3R -
EEHE K 74t (QIAamp DSP DNA FFPE Tissue Kit {2588 11) Q88T 1 /)
B -
PVEFEFIELE QIAamp DSP DNA FFPE Tissue Kit f 200 ul ZERR 45 &% (Buffer ATE) %
MRS
Rk« ZHUR Z BN DNA 72 2-8°C R 1 3 > EAIRIAE - 30 £ - 15C (REHS 8
o

20
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DNA ZZHU (NSCLC £4)
{# A QIAamp DSP DNA FFPE Tissue Kit (QIAGEN, cat. no. 60404) ik Tt iEHeHieg » 11
FFPE NSCLC #Efg i ai L AN #S DNA -

#5E AR (#EF QIAamp DSP DNA FFPE Tissue Kit ZEE7fy DNA 31TERSS - REfH
FEfTEAL DNA ZER{E & ©

fR#% QIAamp DSP DNA FFPE Tissue Kit Handbook Sz Bl #EfT DNA Z5HY » SE =LA T 4%
:

e REZE[FHH QIAamp DSP DNA FFPE Tissue Kit Handbook thf##itiy RNase 55

e /(i QlAamp DSP DNA FFPE Tissue Kit fif2{tfJ QIAGEN Deparaffinization
Solution - fE{f | Z I/ Z 82 77 AT > 40 QIAamp DSP DNA FFPE Tissue
Handbook Hrfrit

o (HEANTAVEEGR Y Z B TR LRI ER -

o GREFHUEM 2 x5 um Tk -

o HEETH{#H QIAamp DSP DNA FFPE Tissue Kit

o )R QIAamp DSP DNA FFPE Tissue Kit {# FHFfiHiy RNase SES -

e J#EF QlAamp DSP DNA FFPE Tissue Kit fiffy QIAGEN Deparaffinization Solution
E{HH QIAamp DSP DNA FFPE Tissue Kit £/ Fifrritay — B2/ ZBERiié J77% -

e ZEMHE K 4k (QIAamp DNA DSP FFPE Tissue Kit fZ/HFAF B8R 11) DVEETT 1 /N
% o

e fi£ QIAamp DSP DNA FFPE Tissue Kit t#£HL 60 ul JEH4RENR (ATE) WAEE R N
JE 2.5 57§ -

o L 1 SysE

o f QIAamp DSP DNA FFPE Tissue Kit 1 #4EL 60 pl PR 4B @R (ATE) A =00 TR IE
2.5 778# -

o UL 1 SysE
Rk« ZHUR Z BN DNA 72 2-8°C R 1 3 > EFIRIAE - 30 £ - 15C (REHS 8
o

o
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SIEFEFF © DNA BEASRME

B BEREASHE - ARIERFAIINER KRAS CE BEARHESE BN (Mol ErraEat) 5%
fEEA Y AT 3 DNA & -

ik ¢ B A TR - SRS 93 HIY THfs% A - therascreen KRAS RGQ PCR Kit
FERIERER, -

FRUGRIT < B EEL
AREFF R KRAS CE BEASHESERM (fadflidl) sHEEEA AR DNA » DUETT
H AT -

5k © DNA BEATHEIIEFA M PCR fISYRIHIEELE - RREMF A RE R E SRS

HHHV4RIENE DNA -

ek« AEHER R T AT B RERGE (Control Reagent Mix) » iR

FRETESHARE R IT7% - BRERAZHY DNA FIREROARRNY - RIfES|F4 R DNA R E -

o WA ERIERSK CIRL %[5k 24 (kA -

o fHlET > {HH CTRL 5¥fk DNA -

o BT =R AEAPHEE > fEATREREEE DNA BRI BUREEST - WRB (R
SR AS S AR N B A A TR > 15 FH B 20 B AR ek D BRI A2 ] R R AR A
HH -

o REHR%E Taq DNA B&H (Tagq &) SfEMEH Taq DNA BEEEGHNEEY) » R iER]
AE G (B 20E M -

o IHI Taq DNA H &G ZR IR el Ui/ I OB MR RS 2R 7 > e R T e 2R E
e e

o T HEER/VEHAER - MWHEMESF therascreen KRAS RGQ PCR EI&HEH
SEAATE I ERER R SR - I BN A SRR € IR SR &0 B -

22 therascreen KRAS RGQ PCR Kit {# iz 08/2023



LGS e

Ry 7 #ER VS E AR - MBS ST therascreen KRAS RGQ PCR S &
SRBfE R IERER R A - I VAR RNIE E RIS ENR &2V 8] -

BX(EH Rotor-Gene Q MDx 5plex HRM #2571 » sHIE(RE 228581 Rotor-Gene i
FRAEHER) Rotor-Gene Q therascreen KRAS Assay Package #xig ( HffE 2 :
therascreen KRAS Assay Package (92285 ) .

HFRERAAT > FrASBEEZE (15-25C) TE2FZE/D 1 /N - EE 10 Z0RS
OB TRASY) » EIE S B AR AR ERER & -

FREAATEFECR Tag DNA B&HE (Tag &) BN (15-25°C) - KelEREEe
DIEE R BN RS -

B

FEERBDRE (15 -25°C) TR ERERSR (RE CIRL) - #SEHRmESH (No
Template Control, NTC) FfitxEaRG/KF1 KRAS 514 E4H (Positive Control, PC) »
IFRE /D Ry 1 /INBF

BRAG AT SRR  PCR SEEHFRIRIGEAIF > 1% 2 AR -

R 2 EAESR - PCR G ERHAGFARE

fiE R R PCR BBV PCREBENFFNR
=1 [=] # /ﬁfﬂ: ﬁ%ﬁfﬁ
BN A
1 /\B 4.5 7|\ =8 (15-25C) 7 /\iE
1 /\BZ 4.5 /NI 2-8C 18 7|\

¥ HEFRIETER PCR 3 EEEI(E Rofor-Gene Q MDx Splex HRM f#g5 - iaiEd PCR AYff@IER] -

st © 500 58k PCRERE -

2.

BEEE L TRE 10 ZOREM ARG - DI el /EET  ARETHEOE
DI B I HIEOT

st © U)7)4% Tag DNA S &0 (Taq) SUEEH Tag HUEESR » A RyiE ATREEE R
s SEA

st e IE B LA RS R [EHR &

therascreen KRAS RGQ PCR Kit {# fHziHH 08/2023 23



3. Rk 3 hrvESE A THEMFE e TEeR (WERERESR [CTRL I Tag
DNA E & [Taq]) -
O FiTH DNA kA
O 1 X KRAS [5G 5L 4H (Positive Control » PC) 7 JE
O 1 {fpfEfEtkinE4 (No Template Control » NTC) iz F % I /K
O 1 {EESMEA > LIAET PCR 3BT 7857 HYEF
mnE Rl 2 FORER PR SFREEASMY PCR FrRAVFTA R ©

® 3 BERNIRESRAIEMAE

&Sy -0

T K FER &% (Control Reaction Mix » 19.76 pl x (n+1)*
CTRL)

Tag DNA &1 (Taq) 0.24 pl x (n+1)*
HERSTH 20 pl/ K2

*on = RERY (A ER) -
SRS AN —YBMEAR (n+1) BVEIRER > PLesT PCR BN AT HIHEH -
N EASEE 24 (JIMER) - WA 24 22— JORE b A i R RS -
Rk« W LR - ER RN E RER SR (CTRL) RIIEMEREE T
B{&iAIN Taq DNA E & (Taq) -
L © FBHL Tag DNA Zz &l I\ Ot i e i A IR - DU e s
4. IRER 4 PEfiE o FREEEER PCR 4 HEME (FHFE 4 MREVE) EERAL -
FHNELREET -

st - BETHEERE ST > FRRERA U -

24 therascreen KRAS RGQ PCR Kit {27 08/2023



4 DNA BRATHASRE AT HyEES

R

Al 1(PC) ¢ 17 25 - - - -

mmE AR 2 (NTC) 10 18 26 = = = = -
B4 3 11 19 - - - - -

mmE AR 4 12 20 = = = = - -
B4 5 13 21 - - - - -

mm B AH é 14 22 = = = - -

n Al 7 15 23 - - - - -

B4 8 16 24 = = = - -

F B FORE A T E > WA RS TR

5.

|

SR ERER N E LR AR NIERE > WEBSFE LM% 10 R

=

st et MR E I AR R & -

SR 20 pl FRERFINEIEE PCR FHE S -

ik« ARSVEMEHSRRE 4 - H1Y DNA BEARHE - FER o E ol 1R &R INE]
— IR ERE RS ENE N (E DNA AR —REE T -

B 5 ul SEREH A (No Template Control » NTC) FHERZEERG/KGRINE] NTC &%
g (RVEME 2) Pz -

5 ul £ DNA BEARINEIEASE (BUEE 3 -26) FriffnE -

i 5 Wl KRAS [51dnE 4l (Positive Control - PC) sl PC s (GVEMIE 1) +F
AN

et - FEEEESAE 25 vl IR (20 Wl & 3 FhBEI RS - 0 S Wl 1y
NTC/BA/PC) -

- ER K AR T EARRC AR PCR 4 Ve MU BRTHR MY EREE (FIOE 1 -

SFI9) MET » IE~#EVESLEE] Rotor Gene Q MDx 5plex HRM {25 72 FLig
B SR ) -
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N
7

- FIEEE E TR 4 X DUREHANIRERER -

- DI R 2 IBIETTHRY TN (R 4) KA PCR 4 EflEE A 72 FLE
FHIEEMES -

BEE T WRE T ARRE > AnENEREEAE T EOFTAEALE - B DIRECRAERT
Rotor-Gene Q MDx 5plex HRM 45 BRAESEK -

. ¥ 72 FLEETFHE A Rotor-Gene Q MDx 5plex HRM 5 - FE{R £t R (BB
Rotor-Gene Q MDx Splex HRM GEESH2AE ) B e+ THES » DU e R & E s

P

. f£3# %] Rotor-Gene Q MDx 5plex HRM %% (B 1) WUEHES » R FREm
Mtherascreen KRAS QC Locked Template | (therascreen KRAS QC $EEREM )

B » DLELE) Rotor-Gene Q #i -

- 900

&

the aecreen
G d: e
J!‘iaf‘g d)

1 : Ttherascreen KRAS QC Locked Template | (therascreen KRAS QC $HE#EMR) E

| E

"Setup, (BUE) fREFHETHRRER (8 2) -
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a0 e VTLAL MODH - e 145 8 €1 Lot Tt 018 538 1 - U8 s o
e e = |#ix
= s
et I
i atrom i ecebarensin s cof o e . Coriss P Skt e chch S B b i oy = b b
£ Pl :&W:Ma Fnter :'“::M“"\’
Vomlate Veuon : 183 ‘ .
L [T T —
"=
et
I "u!‘l-'l
_-ner
[=e-r]
e ]
Sopn 0 [wmie o e ]
T e | urc el
3 Langle I Lawiint Comotil
Timed
* dugle &
]
£ damgle b wat
il om:
2 LT |
L
o
e
Fucon
famgn 7
......
el
Poin?
a4
ol
Foer
G
o
i K P e

ot fare 0 by Satewn £ 11 Pmunoene: KA odun VT W00 | Eumaet Uner GLOBAL Srerees] jscrmrumn sl

B 2: Setup, (BE) BRI MLocking Ring Attached | (ZEfEIEERE) - 1=
MSetup |, (F%E) 1% > 2 = "Locking Ring Attached | (&IBITE#E:) 55 -

15, HECREEREIERAERE - 2482 T Locking Ring Aftached | (EFEfRIT#EEE) T8 -
BAEA Rotor-Gene Q MDx 5plex HRM #8832 -

16. MR Era 28R > /£ "Run D, CEE#E ID) fdfzhin A EE 1D - MU E e #
186> 1£ " Sample Name | (BEASHE) I i ABEASTE - 244&8% " Return
(iRE) ## -
EREEREARTNTIEE T EREAE RS - WHEEATSE "Sample D, (HEAID)

(1-2-3%) - B4k AfIEY Layout of the pipetting adapter | (1 ieiEayff
) EREERT LI AL (B 3) -
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=% > BILAFEA TImport Samples ; (BEABEA) f#8i > BEALL *.smp (Rotor-Gene
Q BEARREZE) 2 *.csv CEEIIREMRZE) MARMFEVEALTE « AR 75
EEBIEA -

izt * 7£ " Layout of the pipetting adapter ;  (FERHIMfifm ) itk > ey
EEAZRE S MBS LR OB » UREASRE SR TE (& 3) -

Y 8 T THIE AT - s AT 2 BURIE " Layout of the pipetting
adapter , (BgfzuEiR) ERS -

Vi e ettt s R gt [ e

B 3:#A "RuniD, (GE#E ID) 1 "Sample Name | (A4£ZfE) -1="RunID, (GE#EID)
HEEJTHRRAL : 2= Timport Samples ; (BEABEA) #ft 3= "Sample Name | (BEAATE)
HEETBRIEAL 5 4= "TSample List ; (4558 ) 5 5= T Layout of the pipetting adapter; (#
RAFBRAIAMG ) AR -

- EAEDER 16 Dl ARMFTAREA R ([ 4) -

ek | TR ALH > — THEAFESN "Sample Name ; (BEALMH) - #
BV A ERE LERY TSample Name | (BEASTE) BI0L - iR E Ay 2 E 6]
RERBEALTE > /& TReturn ) CIR[E]) ST #2477 -
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betar 1 I
Mo fmn s Co e
Tomploe Vestion | 152 ‘
Rl [ e — Lapns b g
*
g
e b [Frmgn I
-1 Poter] | P10
Tkl T e
3 g d
4o
e’
_ =
Tt
]
1 i | L

VBTG MDA, et e LR

B 4: 7 "Sample Name ; (BEA&TE) BEEmsamar e AZINUEEALE - “1 = Timport
Sample ; (PEAREA) $%4 » 2= "Sample Name |, (BEAHATE) $a6 4 BRI FIREAS B
3 =HFEIMEAATERY [ Layout of the pipetting adaptor | (BRI ) it -

- EAFTEREAR SRR - SRS R A IR o AN - 7 "Notes,  (ffFE) Mz Ry H
L& > 2k —T "Start Run, (FIGEE) (B S) -
sk - WRAEFCREHE B FER Ik "Wamning , (&) ([ 5 A
6) - LUEREMEAE - T LR R B L A IE R 2= sVE O - SRR
AERME I B ORURINENZESE - Mgl —T TOK, (FEE) I -
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S5

- s
=y T r— T
T srmo a4, i S i St i b i o b
8 Hama i it O Fslne
PR O |
Trmmplone Vo | 153 ‘ %
B 10 o= u..ud-.mw-
N
Sl [ rionw
T Sl |
2 tang 2
3 e
4 ek
S st
£ imouh
¥ Sunihe],
il
Lo 1
]
et
_ =
G
e
ik

P e

P (105 bl | VAT WO | e Lo GLDBAL e sl

ok arn 0 Sy St £ 11

MNotes ; (faE) BfFETHMIAL - Start Run, (FRsRERD AURERNVETAE

FWarning, (&)

B 6

'Rotor-Gene Q Series Software [z]

Warning - There are unused Rotor Tubes.

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

i

| = ZZ@ETArE "Warning, (B45)
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19. FEUR "Save As | (SfFHTE) A - BIREEIEZEATE IR PCR EE(E R
*rex EEEE R E - #—T "Save, (ffF) (E7) -

eision: 114 %

Save As

[ONA Sample Assesd Savein: [(@ Desktop ~| « @B
2 )My Documents
Sarple 8 i My Computer
WjSarcle MyRecent &My Network Places
Documents
Sample Name
1 Sample 1 u
2 Sanple2
3. 3 Desktop
4 Sample 4 .-
5 Sample 5 )
6 Sample
e .
8 Sample 8
My Computer
2 My Network [ Fie name: |ONA Sample Assessment ;I | sove 3
Lseve oo [RunFieCren i | Caocn]
e
Posiicn
o

B 7 EEEMEE -1 = "Save As, (SFEHHE) 5 > 2 = TRile name, (IEZ4HE) I
Fsave astype ; (HEZEA) *rex % > 3= "Save , (f#fF) -
PCR #EiE B -

HisE ¢ EEBAMANY - EBIBIEL T Run Progress ; (GEEEEE ) 1Z4 - DIBERREIEHE
TGRS (B 8) -
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1

s | o
i i

1 i s |

Dimnseiienaemg

Termperenuse Tists - Tomp ) o T o)

e e Vs 31 e

B 8 : "Run Progress ; (MR fEE -

TR - KEEBIFERL T Analysis ;  (3H7) R -

HEE T AR T Analysis | (5D EERFSEMIRL - T CAnalysis (97 B
(E9) -

faE  STRUTANERIIRALNES 47 H DA -
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i

Sample C Result Table:

[Tube D [Sample Name [ CortictAssay O |} [Status

i PC ol %5 Vad
NIC Contiol Vaid
03771078 F-ED Vaid
0771078 238 Void

B 9: TAnalysis, (57) EHERGRBE - 1 = TAnalysis | (5H7) 4 > 2 = "Sample QC
Result Table ; (fA& QC &%) -

BEE . SESEEIE TSample QC Result Table | (4 QC 4585%) (& 9 HayEA
2) HEREWT -

o HELE GUVEME 1 M 2 Rl RGBT EFMENSE ) @ ARG T HEZEEN -
FHER TValid ) (AR - BRTKEDR Tinvalid (#5850 455 -

o BRALERE Cr>32.00: #m "invalid, (#%) - DNA &2 DUETTZE8 54T -
BRI © 415 DNA 828R 2 - RIZEEUE ZAVREREAEER CErTHUS ) (F2R
55 87 HW " SeskPERIERE , ) -

o BRALERME Cr<21.92: Bir Minvalid ;, (H#E57) - DNA SR S A HE 7288 77
o {SE MR R iR BLE /K (DIl.) TR E R R0R - #ifEZ Cr £ 21.92-32.00 - 1:1
MR Cr E3gngy 1.0 -

o FEARERME Crk21.92-32.00 (21.92< i Cr>3200) : R "Valid, (AR -
DNA R S HEI TEE AT -

ek | AT EE A ERRE - QI EE G E S ELRER DNA JREE S -
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20. WMFELERHERZ - #%—T "Report; (#) - "Report Browser ; (Hi#&52IE53)

HEBEIE - fF "TTemplates | (#HRK ) T TKRAS Analysis Report | (KRAS 43
Wrds) - Zhf&#E—1 "Show, (F#mR) (M@ 10) -

ek ¢+ LA NSRS L AR TSave As (SIERME) 1 DS HEEF
TR S R B A & -

HM

B 10 : 38 T KRAS Analysis Report | (KRAS 43fr#ke) 1 = TReport | (&) »2 =
"Report Browser | (#5222 ) 1% » 3 = TKRAS Analysis Report | (KRAS 7pffrsfiss ) 5
T 4="TShow, (EIR) -
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SRR © KRAS Ze8 il

AIERAERZRE FITA KRAS ZE2 800 -

I,
o FEALUBEEATIEIR - FIERA] KRAS SEZta i Tl -

Ry T & HI A therascreen KRAS RGQ PCR Kit » £RAWNVE 7 i 73 B—HHt (LU 72 fL
) - fMERVINER Az TR AR D -

AR AN SR BERI P RO R SR IR A -

NERZE Tagq DNA &8 (Taq &) ST E&H Tag DNA EEEAVESY) » R iEH]
RE SRR L G -

I HY Tag DNA B A HEELRAS TR 230 B NV O MU RS SRIAT [ - A e i YRR A
e e

Ry T s B AR - DVHERSEST therascreen KRAS RGQ PCR A& M
SRBfE R IERER R A - I VAR RNIE E RIS ENR &2V 8] -

FEXHER Rotor-Gene Q MDx 5plex HRM #5571 » sEHEIRZEE T B2 Rotor-Gene Q

W BLEE AFHEIERY therascreen KRAS Assay Package #r8s (5415 119 & sk
B : 274 therascreen KRAS Assay Package #igs | ) -

AR A=A

o FXEMAT > ArAEKIRAEZN (15-25C) ToeefmzE/D 1 Nk - B 10 Z0RS
R OUERERNEY) -

°  EX(LAATHEIR Tag DNA F&E (Taq &) mivEm (15-25°C) - RalErm e
DIEsAE R RS - EAE s B IR AR RSB EMER & -
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g

1. FEZ0R (15-25°C) ToeesrA EREE - AR EER S EHEE (NTC)HIHEZI%
/KA KRAS BtinE (8 PC) 2/ 1 /N -

FRdAET TR ] - PCR BTV T RR -

% 5 R IR IR
fige BRI ]
& 5% PCR X E# Z HERE PCR RE& Z B AR
NS 4.5 /i %38(15-25°C) N
1 /N 4.5 /i 2-8°C 18 /%

ik - PCR B =R TET - “ff" 2157 Rotor-Gene Q MDx £52% F5ERL
PCR 5 EMFA%A PCR Hi Y RIHYRER] -
sk : & Taq DNA &% (Taq &) HEHEAMRMERENRZMR (15-25°C) (2R
M EEE) - BelEayE O e E R ERE -

2. HAEIfEH% > BEEHEEE 10 REUES ST R DR ES  REEEE LD
W E R A S -
st AR E R AR R ERER S -

3. KB TRFRNEEEERERSRE  Fr 8 IRMEROE (REEMH) - kigRTiE
T SR TORGR (MESHEEERERAR % CIRL ~ 12ALA ~ 12ASP -
12ARG ~ 12CYS ~ 12SER ~ 12VAL =, 13ASP] Jil Tag DNA Z&7 [Taq]) - Fif% DNA
BEAR ~ — KRAS [BtEinESH (& PC) RIEM—ZEERMEME (8 N1C) RIE
FHfREAZIEEER K - BFERTY 1 B MEARIEAE] - LAt PCR SRENRA 7 /THVER - £
HE RAREER THRALIN - PCRETENFTAHS -
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>

MR R R & e R AR Taq DNA E &5
g (3% CTRL) 19.76 ulx (n+1) 0.24 ulx (n+1)
12ALA (& 12ALA) 19.76 ulx (n+ 1) 0.24 ulx (n+1)
12ASP (57 12ASP) 19.76 plx (n+1) 0.24 plx (n+1)
12ARG (3 12ARG) 19.76 pl x (n + 1) 0.24 il x (n+1)
12CYS (&% 12CYS) 19.76 ulx (n+1) 0.24 ulx (n+1)
12SER (& 12SER) 19.76 ulx (n + 1) 0.24 plx (n+1)
12VAL (38 12VAL) 19.76 pl x (n + 1) 0.24 i x (n+1)
13ASP (5% 13ASP) 19.76 plx (n + 1) 0.24 plx (n+ 1)

*on= RIERE (BEAIER) -
BUFRAFR 1 (FEIMEA (n + 1) BVERER - LLsT PCR BERA T AVER - n EAGEE 7 (g
B Ry 7 R E AT AR R AN, -

st R ERNTRRE - B AR R e S B R R AR INE AR E
t o A&7 Taq DNA &% (Taq &) -

R 4 TN EREEHEN PCR 4 BEEE (GHEE 48) METBART - 758
ASRHHETEOE DAEETT DNA BRAREEAL - BrFRom s H e Bl R R S T & -
AEE LETIVET -
i EERErE S TR ARt

R ER E R RIE RS RIS/ NIA R - A BEAERFT 10 XUBRES
AR °

HRE MR B R AR R IERER A -

Tolgofl KRAS 28 » ([ DNA FEATERINE] 8 {# PC & - 8 {8 NTC &1 8 (B AT
TEHE

TrBMHF 20 ul FREENINEMEENEE PCR HEE | -

Hiek « s52RITR 5 IR MR & RIS EVE BT D720 « BHA KRAS Ze8 il > &
Y IRATORINE] 8 fH PC 34455 ~ 8 R NTC s f145E DNA EEANT 8tz o
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6 1 KRAS ZeSg I Ek A Sy SRS

SEAH BARER

A PC NTC 1 2 3 4 5 6 7

CTRL 1* 9 17 25 33 41 49 57 65
12ALA 2 10 18 26 34 42 50 58 66
12ASP 3 1 19 27 35 43 51 59 67
12ARG 4 12 20 28 36 44 52 60 68
12CYS 5 13 21 29 37 45 53 61 69
12SER 6 14 22 30 38 46 54 62 70
12VAL 7 15 23 31 39 47 55 63 71
13ASP 8 16 24 32 40 48 56 64 72

* WERREARPONE - W RRSE TR -

8.

IHIE 5 Wl AR E A (No Template Control » NTC) A EERE/RINE] NTC 58
B GRENIE 9-16) iz -
i S Ml & DNA BEARINEIREASVE (BRUEIE 17 - 72) hiifhiE -

- i 5 UTKRAS [51EanE 4l (Positive Control » PC) 7fnE]| PC 5VE (FUEME 1-8)

WA °

- BERK AR T RARRCEHE PCR 4 EEEVE P U BERTHR MNYERSE (FIOAE 1

SHI9) HUZE T DME i slE REE] Rotor-Gene Q MDx Splex HRM 25 72 L+
IRFHYSEH T 1) ©

- PHIIESVE LR 4 R DURGHRANIKERAR

st * RN B AR I EMOR &

- DITEEL RS RIBETHIG (R 5) AT PCR 4 HfslERA 72 1L

THEEET -
sk + R PCR EERZ LIS 7 (@A - WIRE - AM#E > IEr = EEHT
W LAVATAZELE - B DAECR4ERF Rotor-Gene Q MDx Splex HRM {#2sHIZIEeR -
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14.

15.

16.

17.

8 72 FLETHE A Rotor-Gene Q MDx 5plex HRM #2859 - ERZETE (fE Rotor-
Gene Q MDx Splex HRM f&gsiefit) i EAE I » DAE AR EEE -
1EH##% 5] Rotor-Gene Q MDx Splex HRM 25 ([ 11) BYEEM - #% R T R E Y

Mtherascreen KRAS Locked Template | (therascreen KRAS $5EMRM ) B » DA
E#f Rotor Gene Q MDx Splex HRM #g -

b

therascreen
KRAS

Locked
Template

B 11 : Ttherascreen KRAS Locked Template ; (therascreen KRAS $8EER) B °

"Setup, (BUE) FREEFHETHEREUR (| 12) -

1- =— 1

SN pe T ——— E

B 12:1="TSetup, (F%%E) 1B& » 2= "Locking Ring Attached |, (ZFHfREIEHEE) H -

TECRAFET Rl BR IERE - A& 4)E T Locking Ring Aftached ; (CBEfETERE) i -
BAEA Rotor-Gene Q MDx 5plex HRM #8832 -

RIZEME a2 EE) - £ "Run 1D, (ZEH 1D) Mz A 1D -
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18. B E a2 1EE] - ££ "Sample Name ;  (BEAHE) Ml fim ABEATE - 24tk

f# "Return ; (IR[A]) $# -

BRI AT B N E VAT W R EEASSE TSample ID, (4 ID)
(1~2-3%) - [t5h > HHIHY "Layout of the pipetting adapter ; (B RAZFHHI1fi
&) ERRER - DAAEAR LTS (B 13) -

#5E © /£ " Layout of the pipetting adaptor |  (R/RIEEEIVME ) T - AREHiE
AR GTRE G MBI EE LR A8 - DURBEAREIRE T W iveTE 8 kg &
R (£13) -

sk - R TTLATY 7 (EREA - B ID (DA EIE T ) B EBifEE > @EE 1 57 -
Y ¢ 8 EFITHIEAATE - AT 2 BURIE " Layout of the pipetting
adapter , (BpfzuEMiR) ERE -

19. 50% > T[DIER T Import Samples | (FEAREAR) 8 > [EALL *.smp (Rotor-Gene
Q HEAMEZE) B *.csv (EESIREMRER) MAGEFIERLTE - AR HERILT
EEEHEA -

P S s s i - —T 6
| N Bk
gy ====2 4
e

5

B 13:8A "Run ID, (3E# ID) f1 "Sample Name | (BX4ZFfE) -1 ="Run D, (i
ID) ¥sEJ7¥RMMr > 2 = TImport Sample ;| (FEAREA) (EEFRA 2.0 MIE) > 3 =
FSample Name | (BEAR4TH) SEETHRMIAL - 4 = BEASBEE » 5 = TLayout of the pipetting
adaptor; (BREENMGRE) HiRk 6 = K ABURIEEARBIRE K NHERY 8 TEMHIH -
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20. EHEPER 14 Dl AELMOFTAREARAE (8 14) -

21.

i | WIRRGREREEALAE > % THAVEEHY "Sample Name | (FEATE) - B
HUEVEEA KB RAE LIEIRY " Sample Name | (BEASTE) iz - MRIBE A s 418 )
SREREEALTE - 2AM&1E TReturn, (IR[]) SEEHTAATH -

YO S = |

& 14: % "Sample Name | (#E&B) HEHRMA P AZEIIMIRESELHE - 1 = "Sample
Name ;| (BEAHATE) HEEFRMA > 2= AEE - 3= HEHEIMERATEN " Layout of the
pipetting adaptor ; (KRFIEAIHE) R -

WAFTARALEE - BEREIEN - WAL - £ "Notes ;. (k) M3y H
ffEfrEER - & —T "Start Run, (FAfaERE) (@ 15) -

s« WRAEMCRERE B - FER—fk "Waming ;. (&) ([ 15 Al
16) > DUREE(ERE - BT EATARER U ERLARIIENZESERE - AT
ARERNVE T EMOBOGIIENZRE - A&E—T TOK, (HEE) DI -
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B 15: 1="Notes, (#&k) BEEHFBMRIAL - 2 = Start Run |
Fr®E "Wamning,; (B%) -

5
Rotor-Gene Q) Series Software

a '_"“-.I Warning - There are unused Rotor Tubes,

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

0K Cancel

& 16 ZETArE "Waming, (BE) -

22. 7£ TSave As (i) 1B B HIRE ST - s PCREEER *rex BR
EEEFRIFTECE (B 17) -
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—
[y Save As . / | e
e —
@u?lz Desktop + + [ %2 [ Search Deskio 2|
Organize v New folder i @
{ Favorites L Libraries
18 Computer
A Libraries i Network
B Computer
€ Network
2 File name: therascreen KRAS QC Locked Template 2014-11-27 (1) -
Save as type: |Run File (".rex) -
~ Hide Folders I Save I [ Concel

17 : (7 -

PCR E#HHHA -
sk ¢ EEBAMANES - BFEEBARL T Run Progress |
FRIaREERRR (& 18) -

CHEEERE ) FRak - DIBUROR LB HE
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Tumporatare Troce - Tems [0} v T fin)

B 18 : TRun Progress | (GEEEMEE) &K -

IR o FEEBIBHRL T Analysis ; (O3H7) FRE -

MR ¢ R TAnalysis (7)) BEREDERIRL - #—T TAnalysis ; (93H7) £
([ 19) -

ik ¢ STRUARVRIIERANEE 47 H DA -
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EEEEEEEE

EEEEEE

ooz
B armose
7 37710758

B 19 : TAnalysis; (4347) BBMGEREE - 1 = T Analysis , (5357) FE > 2 = "Run
Controls » Positive Control | (#Ef#5E - M mEL ) » 3 = TRun Controls - Negative
Control , (iEERE » [EMEAEEH) B 0 4 = "Sample Result Table , (FEA&R%E) ;5=
"KRAS Mutation Status | (KRAS ZE&85IREE ) i -

SRRSO (E19) -

e Run Controls > Positive Control | (GEELTAE » BRMESAE4E) FfR @ 5R4EBAr o
ZHEiEAN - T Positive Control Status | (F M 4HIREE ) 8T T Valid , (A% -
HREER Tinvalid |, (JER) &5 -

e Run Confrols - Negative Control ; (GEELE - RS ) EiR 40158 "NTC
(R S ) FI T Internal Control | ( I ERSLE ) 45 BIg{E T B2 ®E N -
rNegative Confrol Status | (et 4HIREE) B TVald |, (A% - BHIE
BT Minvalid - (f30) G55 -

e Somple Result Toble ; (BE#4ER%) EiR : #57 ~KRAS Mutation Status |
(KRAS ZEZIRRE) Ml M & 2e AR A T B RR 28 -
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23. MFAEREEERE > T "Report, (#i#:) - "Report Browser ; (e 3I5Ea5)
HEBEIE - fF "TTemplates | (#HRK ) T TKRAS Analysis Report | (KRAS 43
Wrds) - Phf&#E—T1 "Show, (BmR) (@ 20) -

B A LUEERE— T EHESR S A LA TSave As (BEHTE) o DWEEFERKR
RS R EA A E -

2 ON

B 20 : 3= TKRAS Analysis Report | (KRAS 43##R& ) - 1 = "Report;, (#E) 2=
"Report Browser | (#5318 25) 7 > 3= TKRAS Analysis Report | (KRAS 43l )
BEIE » 4= "Show, (BIR) -

£33 NSCLC RANVEREH : K TREFMIERAT G12C (12CYS) 28R - AR TIIR
RHRRA DR AR R 3
e SAMPLE_INT_CTRL_EARLY_CT
SAMPLE_POSITIVE_AND_INVALID
SAMPLE_INT_CTRL_FAIL
MUTATION_EARLY_CT
SAMPLE_INVALID_DATA
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SRR

w=iEESE R % 0 Rotor-Gene Q therascreen KRAS Assay Package B & Tt FizE
Eigl - UF&EHERBI T therascreen KRAS Assay Package 4IfalE{F 53 i fiZe s 51 -

BEEE @ B AT 0 5550058 93 B THi15% A © therascreen KRAS RGQ PCR Kit F-@fjis
1ERERE ) »

HHRFE S ERYVED L BRIEHY PCR EERERR Cr & - Cr EFRRFE DNA AN EE - (&
Cr BFrEr=H) DNA SEAEE - & Cr [HFRoNE{ERT DNA FEAEE - BA Cr EAYRER
B Rl Y -

Rotor-Gene Q #gfE(E 2 EECHk{E 2 Fifl A s eaiSt - Cr [EREER A 0 2 40 #EANAY
EMEE CFIRPEE) -

A therascreen KRAS RGQ PCR Kit » RE{ER% By 0.05 fHEEE B AT - Green fil Yellow 255
IHBERZ(EIFE therascreen KRAS Assay Package ERESHE0E < ZRIEATE A2 B
IrEE -

ACT HEE LT AR ¢

ACr = [Ze8 gl CrfE] - [sE Ml Cr E]

s EELE (FAiEmELH - NTC RNEGERD) - DEfRme il #2ay Cr 8 > BB
HeEAETT -
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KA ACT HRFFE—FEARLIze8 00 Cr A SRERR Cr 54 - REAN ACT /NAEEE
PRI HIEEES ACT H > RIZEEARER RS B IG N - WRRKWEZRE - AIZERESERIE
BEEH LR AZAFTRERAEIRIZEE H ot GEHRIIIR ) SeEZEA Rzesiatt - B
#4= B T No Mutation Detected | (RigHIE]ZeEE ) o

B IEF AR - Fadsk s "No Mutation Detected ; (RigHIFIzes) - IRIBHE
BIEETER ACT HTERTE AREES ACT 8 > BEAKERSE A " No Mutation Detected ; (R

TRz ZesE ) o
T M8 SR R By T mutation name | Detect (RgMIZ 2 & [2e# 47E] ) ~ " No
Mutation Detected | (RtaHlgE]zEs) ~ Tinvalid ; (&%) B¢ "Run Control Failed |

CESLBERN) COTMERERRD) © BN - HEERRIEeE

E R Rotor-Gene Q therascreen KRAS Assay Package 4 R HY TR - 35 S5
therascreen KRAS Assay Package 4 i -

A ATREEDRIYEAMAEIR - AR MY TERIERR © DNA BEASHE , AR -

AR BERELT  —EEETUESESEER - FEEELT » R ACT ER/HIZE
% o
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B

AR FOH] KRAS BENSE 12 F1 13 SREES /Y 7 fH2e% - @riE453 %y " No Mutation
Detected ; (ARtaMIFIZe% ) HIBEA A REMM I H A e Wia HHy KRAS 28 (fi
13CYS) -

ZRSBH AR HHUR R A SR DL e T mT 4 DNA AVELR - WIRYIEPAVEEA DNA FEh
BURBEA R BB S MIA EE TR > QIR TR -

REFEIE R LN E (Polymerase Chain Reaction » PCR) 2R - fffA
PCR EfF—8 » AT RERH i HIERIE R ay /Ml DNA 55 » DU HEIS M m B 4H Y DNA
VAL o R R AR R AR5 -

therascreen KRAS RGQ PCR 3R &R 5 A 2B {E 555 -
$1¥ CRC 188 » AZ AL NG T B AR Ze 8 A o Al Esat - Atk E 2 8n9E
THZE S A 2 Ay B Y - (EAEMG 2SS T > TTREBIH M 2888 7 e 8 A4E A8 W I - 415

S (EZe B R E Rl DL ACT {E B NITZE S Ryt 3 -

therascreen KRAS RGQ PCR AF & $HEMER BAREE - A EIRII4S E G mHS IR
/NGB R RR A AR T T BT -

ZEEEE T 81 QlAamp DSP DNA FFPE Tissue Kit #4105 Al A%Y - /& Rotor-Gene Q
MDx Splex HRM & i b i i & 81 Az AEEciEA -
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MR

IR CRC M1 NSCLC HEHREY FFPE 4HSREAEITIIZE » MEMIBE T AN AR M
REFFME - NSCLC EARMEREE A IS HAEY] R (Core Needle Biopsy - CNB) ~ 4fi§ i
% (Fine Needle Aspirate » FNA) FIEIFRAlT - $HIREFEASEAIERA 8 78 FFPE AJH4HAEE -
Hrr 7 fEigEE O] AR E R AV T KRAS 288 » 3BA 1 S KRAS #9471 (H[%E 12
113 SR Tz ) - BEARMZREIRARE B H Sanger E TR o

I fE

BARE CLSI EP17-A (2004) (8) faraHYTA - flll 220 §i] FRPE £RA » DUREE A gAY
I - anE S E Cr ST/ 21.92 - 32.00 - MI{EZHIZEE BN Cr RS E g Cr
ot (ACy) » ZRIEWFR 7 B -

R7: SEEERANTHIIBE -

SRR
12ALA 12ASP 12ARG 12CYS 12SER 12VAL 13ASP
[RE 8.0 6.6 8.0 8.0 8.0 7.5 7.5
(<ACy)
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ZE H R

R Tl AR S ESURIAIERE » R T HECRE (A BAR A A AR AR (e
RIS BN BARAT A TaTA - S RBUT - (EfTRB R RIS P
A TR E e Cr ([ (RESER CrE2iARD) -

EASE  A#ESTEEEL ¢ CRC

HETT T RAPANTFE LAGEHH A e e ) 2 Fr iS RE TTAFE R CRC BEAHZEZIRREIRFHY— 2
M o Az A E Fris LT A SR E 137 {3 FFPE BASSG LA SIS R -

T B BIREEAER - R 9 BUR A2 oM A E Fr Z R oA — 80 -

=8 AFEpEE%EE Sanger EF

B PSR B R
ey 12AL 12AR12AS 120 12SE 12VA 18AS
A G P S R L P
g etk 80 - - 1 - - - 1 82
< 1R
£ &
3 = = = = = = =
= 12AlA : :
= Pt . . . : . . . . :
o 12ARG
[t
%] - - — - — — —
X 12A3P 20 2
Y4
c ik . . ] ] 3 ] ] : 3
g 12CYS
O =N
8 718 _ _ _ _ _ - - - 0
3 12SER
= Gt _ _ _ _ _ _
12V AL 2 14 16
[543 _ _ _ _ _ _
13ASP ] 1 12
Yt 83 3 0 22 3 0 14 12 137
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R®9: —HHEAW

—BEIER R (%) 95% {EHAEM
(Confidence Interval » Cl)

SR —EMEE Ot 132/137 (96.35) 92.69-98.21

Pt —2EE st 52/54 (96.30) 89.41-98.77

Pt —2EE st 80/83 (96.39) 91.30-98.55

RS T A FERVEA - DTS IETPE S HAVE R - $R4E T 271 {1y CRC FFPE A
7 250 ( RAIZEESIRREHTREA K 21 (Y ERZEERREAVEEAR (RS e R ) Btk

Sanger B #E{TEREE - 40 BRI -

¥ 247 (N B AT R E PN RS RAVEAE T — BT - A 9 BEAS —2 - &
—E MRy 96.4% - BEEERSTR AZ I EEN: (RI0MFR 1) -
R0 : AZ IR Sanger EfF (FIHHE)

BB RIS
12AL 12A° 12A  12C  125E 12V 13A

12 o

By RG  SP Ys R AL sp ST

o 132 - - - - 1 - 133

£ b 10 - - - - - - 10
< 12ALA

® B 5 - 5 - - - - - 10
g 12ARG

: [ = - 31 - = - — il
< 12ASP

=é B 1 - - - 1 - - - 12
g 12CYS

S [ - - - — 13 - - 13
S 12SER

£ Bk 2 - - - - 25 - 27
12VAL

e - e T
13ASP

waxt 140 10 5 31 1 14 25 1 247

52
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RN e (B2IERTD

— iR B (%) 95% {=3EEM
(Confidence Interval » Cl)

R —EMEE e 238/247 (96.36) 93.73-98.09

Pt —2 E 4 bR 106/107 (99.07) 95.64-99.95

Fatt—8 i E okl 132/140 (94.29) 89.93-97.13
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\

EASB S )7 A HEA TR © NSCLC

Fo T R8I AzAaELeE R Sanger E P iE Wi T AfER ] NSCLC FEAZE S RARNFHY—8M:
FEVIFRAGT - CNB B FNA £REEEGIR FFPE NSCLC A « Seft A sp 2L DNA » Fff
F AEEAET TR - IR IASERELEE 5] Sanger JE Frfo HAVAS RAETTERES -

AEAIEE R Sanger FEFFEEEIL 360 MBEAIIGHAREER - K 340 (pHEAREER—
2 e

RN2BUR AZ e m g fr Z R —2E - B Sanger EFF - ARG
BEGEIR o N H o —EZE R L pa R > R0 ~ BRI — 2y
frep s EESEEARERE A2 (R13) -
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F12: ZZEpHER Sanger EfF

B SR
12ALA o 12CYS
FaME 12ALA _12CY G 12ASP 12CYS _12VA 12VAL 13ASP #&:t
S L
5 Bk 261 - - - - - - 1 262
: [1es
= ,;'—J/ - - - - - -
= 12ALA ] ] ¢
& Rt
E’ — — — — — — —
§ 12ARG 3 3
w B - - _ _ _ _
< 12A5P = & I
T B
c Yl B B B B B B
3 12CYS 6 35 41
O
2 [k
O _ _ _ _ _ _ _
& 12SER 2 2
= i
E — — — — —
12VAL 5 1 17 23
Bt - - - - B B
13ASP U . g
gt 280 1 3 14 35 1 17 5 360
F£13: —HMESH
—BMEE ER (%) 95% {SHE&E R
(Confidence Interval » Cl)
Haps 20V St 340/360 (94.44) 92.03 - 96.29
[ —2E E 5t 79/80 (98.75) 94.21-99.94
etk — M E b 261/280 (93.21) 90.20 - 95.51
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fg IR (Limit of detection » LOD)

Az AA TAFEEEER T e T HISEAS AT HhE DNA &8 - iz DNA SR hiE K IE Cr HiE
TE o At AR E R A SRR TR eV E Cr #iE 21.92 2 32.00 -

LOD JZH55 Ay DNA 888 ERUERYm ASERIANT - R AR5 5T el tay HAEh
5t ACT [EAYER (K225 DNA EEf -

CRC

AT T —IETRUE AEarras 7 BEREHE-ENER AR LOD - $fjA therascreen
KRAS RGQ PCR Kit » 7EEFAERI DNA F& M alizess DNA BErvig lIfRIR 21 - FEHn2ess
I MEREARE 95% MBI Bla e AT ATEE T i/ NITFR TR 7

SRR HI BB (R AR =i A DNA BRMER TR E A o fEiE iRl > 7
FESEER T RHIEIZEE (Rl = 1) A1 T oRAHIEIZEE , (Al =0) W TITEd o AR
FEEE N loge % REWMER - LOD 7Ry 0.95 R EmBE T 28 EE (&
14) -

%14 BHl FFPE GHFERRIGEIEZE S MOAIY LOD

LOD Css
BRI (E74:7 DNA Heyze 20 DNA ERf1)
12ALA 0.8
12ARG 2.6
12ASP 6.4
12CYS 1.5
12SER 5.6
12VAL 1.6
13ASP 6.4
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NSCLC

EffH CRC 4HARHIEIERE T Az mtaHly LOD - 546 LOD 45 Ry E s e & A n
NSCLC #H%% -

ZFEoT By 2 B0y o FESR 1 #iorh > i ARGHEIZEEY 7 (7288 FFPE NSCLC Hifikey
60 {8 s e EAH FEAR MY LOD » AT I - FIHEHEEEARIFTE 60 {85 %A
FFPE AR E RSB0 » TERFA1RAY LOD /KP MAEZEE S ER iR =R Ky 100% -

FESE 2 oy eh > U 3TERRSE 77 (DIRRTT ~ CNB AIIFNA) gflze Y 96 (HEE/R FFPE
NSCLC HAE RS IR AN ME AR Iy LOD WA ThaM -

12ALA ~ 12ASP ~ 12ARG ~ 12VAL #1 13ASP fy 96 {EARE S ST 100% Hykkt% -
12CYS #1 12SER A HI7E LOD /KF FEER 95.8% Bt -

IERAEREE NSCLC 44k ARIERER FFPE NSCLC £ 4 /FFPE 4HfERE/ BB UCHCEEARRS » 2
FIDHIE Y LOD (B &8 Egae M HI i AT A 288kl -

DNA gy AFI4% M

DNA i \JRIEES ACT {HAYRZE

EH DNA JREARAVEASAHRELAIRIZE SR DNA B - BETHHIGHT ACT EIRFF—2 -
AU HA B AE I MERE - fERHIHIYE DNA B A (e CT) #EINE 2y -
%% 8 {1 FFPE AHREARZZHLAY DNA LSl DNAE AR - [ H BA m] RN f (KA E S E Cr -
FEIERRERAEEY DNA JFURIZE 4w E TIFHEERT DNA R (43t 5 KRR - EfEaaIRy
AR -

R TAFERENA S —BE R e SRR T 6 EEENIE - fofE2e 8 N e H AR & DL
FARHRAE R AT ACT S ESIFFR 15 TR 16 (£ K20 EE TAEEERN - Fra iy
2B ACT [HERFF—E 0 15K DNA R AR B A S iR B R -
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R15: ERERERE C ¥ AZERN DNA A% AC: [HII% — CRC FFPE 4iiEtk

ACr
Rl iz g 2 i 3 e 4 i 5
~20-21Cy ~23-24Cy ~26-27Cr ~29-30C; ~32-33Cy
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
12VAL 0.29 0.25 0.15 0.26 -0.1
12SER 291 2.21 2.15 2.15 2.08
12CYS 0.98 0.71 0.58 0.81 0.67
13ASP 3.57 2.84 2.54 2.46 2.62

* 12ASP AR BLARE Ry 27 ©

F 16 ERMESENE Cr ¥ AFE R DNA & AH AC: {HRIEE — NSCLC FFPE A

ACr

A w1 w2 kg 3 g 4 iz ]
~20-21Cr ~23-24Cr ~26-27Cr ~29-30C: ~32-33Cr

12ALA 3.40 3.25 3.1 2.90 331

12ASP 3.63 2.92 2.55 2.46 -

12ARG 2.49 222 2.25 2.23 1.40

VAL 1.70 1.71 1.70 1.77 1.01

12SER 5.34 4.50 430 3.92 -

— 1.34 1.23 1.18 1.13 0.97

13ASP 6.24 5.36 5.14 487 -

* HI DNA RIS - )@ A28 RE CriRlEl - R AstHE ACr-
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DNA iy ASHERIE /IR R AT

T ARESHE(E TARGRE N - SRS KBS E BN PCR RMERIE SR G E]
HE - - BERXRERENDERENEYE RO E T ER
(10 C-1/RK)] -1-

P I EAE L 22 88 7 FE IS R 2 » ACT Fr et HH T AR M B (8 T /F i B P (e —
- BRHEEASER 17 1%k 18 -

RN7 : SEMZEENETHIHRERE « CRC 4Hfgkk

s BB 95% HH 95%
A =@ EEERT FEEML bippe
L= 7N BE &Rz HERE %) R BIER) R @GIE) ERR b=
IoALa EECI 21060 0060 1008 0007 -1023 0993 0989 003
12ALAC: 22476 0103 -0987 0013  -1013  -096] 1019 :
S Cr 20825 0083 1035 001 -1056  -1014 0954
12A5P  oasPCr 23237 0083 -0993 0011  -1016  -097 101 0Es
45 Cr 20385 043 1013 016  -1046  -098 0.982 i
12ARG 1)ARG Cr 21347 0065 1015 0008 1032  -0999 0979 0.003
B Cr 23437 0063 -0981 001 -1.003  -096 1026
12CYS ocyscr 24289 0039  -0961 0006  -0974  -0947 1058 bz
lser  MWECI 22568 0050 1003 0008 <102 -0986 099 0105
12SER Cr 25212 0087 -0934 0014 -0963  -0904 1.0 :
A Cr 21208 0047 -0995 0006 -1007  -0983 1007
I2VAL 1oVALCr 21532 0043 -0972 0005 -0983  -0961 1.04 tise
laasp AW CI 23207 0056 1001 0009 102 0982 0999 o14s
12ASP Cr 26466 0.106 -0909 0017  -0945 -0873  1.144 :

therascreen KRAS RGQ PCR Kit {# fHziHH 08/2023 59



F18: ENIZEENETAIRERER « NSCLC A

e BBE| 95% M| 95%
BUERR Z @ CHEET SHEEML
=7 BiE e HEME ) R (#IER) R (#=E)
12ALA miE Cr 22,74 0.04 -0.15 0.02 -0.19 -0.11
12ALA Cr  24.11 0.16 -1.06 0.07 -1.20 -0.93
12ASP miE Cr 21.92 0.03 -0.07 0.01 -0.09 -0.05
12ASP Cr  24.44 0.02 -0.98 0.01 -0.99 -0.96
12ARG miE Cr 21.73 0.05 -0.13 0.02 -0.17 -0.08
12ARG Cr  22.69 0.03 -0.97 0.01 -1.00 -0.95
12CYS e Cr 21.73 0.04 -0.11 0.01 -0.14 -0.08
12CYS Cr  22.77 0.03 -1.01 0.01 - 1.03 -0.99
12SER e Gt 23.03 0.05 -0.06 0.02 -0.10 -0.02
12SER Cr  25.34 0.03 -0.97 0.01 -0.99 -0.94
12VAL e Cr 2213 0.04 -0.03 0.02 -0.07 0.01
12VAL C; 23.34 0.08 -0.95 0.03 -1.01 -0.88
13ASP ECr 2263 0.02 0.02 0.01 0.001 0.04
12ASP Cr 25.14 0.07 -0.94 0.03 -1.00 -0.88

ZREH LR M /IR R B

ZTFEHIH VR » fEREY 22 - 23Cr 1Y Cr S ATKSERREE - £ Az Aot TAFEE Pail e
MREZE B R A BRI BCRATEE -

CRC: f£(#E M AT PCR ZHi » Jefftis OD sEEEHE(E CRC FFPE 4lAEFRAI NSCLC
AP ZEHUEY DNA - 280%1% DNA JFURBCERRE SE Cr 495y 23Cr BB » Ky TR
o Ay ZE 2 R DNA 5oy LEAYRIRFSERFAREF 42 DNA A8 » (HFEFAER] DNA R
R R

iz e S 6 (B RMmiT B DNA JRER - STESEREEKCE NMazesEny Cr il
ACr &t o BL Cr #f loga DNA iy AFRFRE A BUZe S N MER YR MR - sZbTTEi - 12
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IEAS DNA REFFET » SEHEA G E S SR E B L 2l LRIl
ERE °

NSCLC = AW fE 9 {& FFPE NSCLC BEA (4 (HAAEIRR 5 (EEGPREEA ) hAEHHY
DNA - SEdEdt I AR EZEE H ot 2 sl AJRIE DNA ARG iR s B 5 1
BABHRERCRATE S (49 23.00CT HYFZEHISE) - 2KEERIR FFPE NSCLC A1 FFPE it %
FRAnEERY DNA HbffE 2 BEFT ALY 22.00-23.00CT HAHEIE CT HIDLHEE - #2E8EE
DNA ZHgiirE 2 [EEIFEELAVEF 410 DNA b R {E2esHe DNA BERAIE— 251 5 {Eff
T Ze B SIS AMHE (EfLR 100% ~ 50% - 25% ~ 12.5% 1 6.25% ZE# 88 47LL) .
B4 A0 DNA MRS PRV ZS 238 DNA R RCRE R 8 ACT | » IR 2288
.

=

+EYE
CRC

AUTFEHT H BtV EE TR E WA E MR8 - SHEUTAR - BB FEREAVIEA
HinohEEE Stk ACT [EMZEEREAYRZE - MELTLUT DNA ZHGEREE TEY)
' : Buffer AL ~ Buffer ATL ~ Z[F2 ~ i ~ EHEE K ~ JEEEEIR AWT ~ JEEEEIR AW2
AIHZE o sABIH AV RS RENR (Buffer ATE) thfF Rz B dnE B -

FEIEHE AP HETEBRIRET  $aHbr P E S E T BB R 8 LamEh| 2
PRI E R MR AT I BE

BT HEWEIIE - ERHE TR AT IREREER S DIHEE R A KRR
THALSE R BE R B RIVAE ST - FE2H i )AL e dast 421 (ol -/
29 AR AT CIRE SR >50% - fE12 29 (ohiA - 28 (pfS Bl E Sanger
TEFPIE—BHIAREER - —(EaER AR -
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NSCLC

ABTFEH B YRS A B e IR - JEAE THEE A G A TR i
SR - $E )/ (8) T H DNA ZEHUEREHEAE HEYYE © il - % - 4% ~ AR ATL »
EABE K - KER AL ~ &ER AW RIGRENR AW2 - SEREVVEALERITE) Ul FFPE i Zrp2E
HUHY DNA TR - (RASE e M E R TiEZe B i DURBPARIBER - 28R
BRI UREEE ffﬁ“ﬂﬁf\ffﬁz/ﬁwﬁﬁﬁkzﬁ_fﬁ (3xLoD) TX@@%W@J (ZEERIEF AR HIIAT =
TEAFEIREER BE THEYIE © s TR (1x) ~ s TR (10x) A1 100 (&= iyiH
HER (100x) - {ERb2hinE - l‘iﬁ@%ﬁ%%‘ﬁbﬂ)\?%@]ﬁ“ ATE - B[l DNA ZEHUSHE P HIREAS
SERRARENR - WEFERYT - fi¢ FFPE DNA ZEHGAE & Pl e Ay T s s B A s P VP B A
IX HHERE M@V A TR A AR & - WK S EHRARIRA TR (64 (@AY
58 fil » {£ 1x JRIE) - SURAEHIERENZEEMM - 3 H-HEVEIEAES ACT PIEAVER
REGETEERNTE - HNEER NG EREERANEREA - BIRERREEREA Y
PIE R FAE 22XSD I FERE AN (TE AR T €Sy SD fdatE) -

BT T TR LEHEIATE S (HD) BIAEMITRE - {£iETEMsed > (EH TH 12ALA -
12ASP - 12ARG ~ 12VAL ~ 12CYS #1 13ASP ZeS (I R IBREEA o FHAZESEZE M » AT
fifi 12SER EEFREEA - HEHEPR KRAS BP4:%RY FFPE ffﬂ&%/ﬁﬁﬂﬂ&?’%tﬁ DIFHE A e e ik
ﬁba’ﬁfﬂ&t{ﬂﬂ’ﬂﬂ?/ BETHE - ISR TR [EDEER Ho 5 RaTHIRIER (0.5x) A

S THEAZERE (1) By—2F - EERAVRHIRE (1) (20/L)2kE CLSIEPO7-A2 « SZIAZERA » AE
s ¢12ASP 12ARG ~ 12VAL ~ 12CYS Fll 13ASP Ze8 (ke IR 278 (E FHEYIMAL S AL -
AN > & RS Ry 0.50 pg/ul Hb BT Sl - AR 12ALA ZE8 0 HIer 2 B2 -

AAFEHY HHYRTEE T REMET - DNA BEARZ RS SOSRARRE - 5 rIRE s i5 A
R o FBIEMR 5 4REAEL TN T H ¢

BEARREEL (Flansz R S8R )

EZNEN

BEAREEEA ( "hiE, )
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o (i AR RIAH AR 5 4%
o B HlEliEn#E| Rotor-Gene Q MDx 5plex HRM 2%

ABFFEE T FFPE RS, © BRI AT 12ALA BRES (FRFY 12ALA RIERA S
ot LOD fR{EAIE) -

At tuti 10 fy PCR 2EE - L3 Rotor-Gene Q MDx Splex HRM {25188 .~ AT fi]
HISALATRENE - fEiE et MR b - (8 SRS A 21 DNA RYSUVEZcip & 288881 DNA J55¢ -

ARBFGRHERRET + TEFET T MMIAE UG H 8P4 DNA P48 AT 5 -
PRt/ 28 X M

AEMEE 8 BMAFNINIE » —IHE—mENIE > ol KRAS ERHIEZRES, - Uk 7 {6
[ZFE Rl e s e sk - DA BRI RIS 12 71 13 SRt 7 EF A2 KRAS f¢
I o EHEGEZEEAE R 7 TEIEEIARFER - AIZERL KRAS No Mutation Detected |
(Rtmlizizess ) 55 (AIEAER) -

Wit - ALERERIER MRSV EE - AT EEE KRAS BFA A DNA TR ERY
AN TEN: - DIMECREERIMEGE RS A - DUSHDIEY D7 =0E s T IRt HIEERE KRAS 2288y IRE
—VhfER - SERRIEBER AR DNA T - Z88 E 2 MY X B8/ BRI ZE
Ffath o AR DNA B AZLTY Cr difE (21.92 - 32.00) » [Nt HY DNA i AR
BAH Cr BRI R 22 -

FRE MR /S ENE © B4R R KRAS DNA

SPGB R R AR P B4R A DNA HyIRE— Mg & - H AE SR
AR DNA i AREERF(S T 483% 60 {p¥r4: A1 FFPE 4tk DNA BUESLELR 60 77
NSCLC A -
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rne Cr {EAAYRy 22 - 23 - BEaE AR ACT HilEH ENME - BE/) 95% IF4RIE
B ERERR Y -

TR — Vb /A S TEME /PRt © 2285514 KRAS DNA

FHE AT R ETRNE 75 DNA B AJRERIZEEEEAR - 737#EH CRC I NSCLC FFPE
HHREPRICE DNA 2K > (BB RIE Cr K&K 23 - [UESmRT » S B A RE 6
BB TaEAG - B TP RYZEE 1% ARk DNA thiyZe& 5 b -

19 F05% 20 rhey ACT PHEERIIZEE N E 2 EHFER X NE - fEFTARMAIT - &ERBURIT
ACryze s i rEfy IERERIZE8 (RIS N ACT (B2 IERERTZEEMR L) o ATA HARRIARS
S ACT BfE -

#19: (EREHAEER CRC FFPE 4HiEfk DNA 5 - S8 > FIHVA U FEME (ACT)

el ACy

Zes DNARE 12ALA  12ASP 12ARG  12CYS  12SER 12VAL  13ASP
12ALA 8 1.42* 12.66 NA 581 2.78' 6.31° 13.21
12ASP 6.6 12.56 2.42* NA NA 13.44 11.21 13.55
12ARG 8 13.12 11.56 1.12* 11.42 NA 13.43 12.66
12CYS 8 14.2 12.48 9.23 0.98* NA 7.96' 12.88
12SER 8 NA 13.39 13.31 NA 3.02* 12.99 13.97
12VAL 7.5 6.83' NA NA NA 13.38 0.28* 13.74
13ASP 7.5 NA 13.29 13.89 NA NA 14.36 4.5*

NA @ s I -
* RO B HHAY ACT H -
| R EME R R ZARBREEE ACT -
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20 : {EFI = AZIERY NSCLC FFPE ik DNA i - 26885 FE 2 RRYS X SRE M (ACT)

el ACy
Zes DNARE 12ALA  12ASP 12ARG  12CYS  12SER 12VAL  13ASP
12ALA 8 1.31* 12.8 NA 5.01 2.26' 557 12.65
12ASP 6.6 12.61 1.66* NA NA NA 10.3 12.69
12ARG 8 12.98 11.08 0.81* 11.24 NA 12.66 12.62
12CYS 8 NA 12.22 7.84 0.56* NA 13.06 11.84
12SER 8 NA 12.87 13.21 NA 1.93* 13.25 12.93
12VAL 7.5 5.93' 14.29 NA NA 13.14 0.45* 12.39
13ASP 7.5 NA NA NA NA NA NA 2.02*

NA @ s e -
* RO ERFHIEY ACTE -
" AR EME S IES L AR EHY ACT -

R PR 1%

CRC

KEEMIIEE LSS CLSI EP12-A Fl1 EP5-A2 STEEMREE (21, 22) - AsHhER AR CRC
BEAS - AE 3 {Eh B - ER(EkRGE 2 (SR (F B R A mte il — (¥ AR AT g ge &
HI—(EEA - FORRAER 3 (At AV A fmafe fTheol] - JLiEfT 5 K » R 2 il - FX
GRS 2 (E - BIEBIT R IR R A T s R ES HEY Cr Rl A
Cro

Bt 7 A SR (RIRIEZEEA (3 LOD) MIEFAERBEAPRIAERM: - HEREZNMER=
ZEIZB B ~ SEERIRIE BRI ATA NI IEREZE B i R 2 /D By 39/40 - £ 21 f13k 2241
th T C50 A1 3XLOD HABURH T2 HE (IX %) -
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21 FEMARHE

Z%CV for ACr %CV for mutant C; %CV for control Cr
Assay 3xLOD C50 3xLOD C50 3xLOD C50 WT
12ALA 13.14 8.32 1.87 2.02 0.97 1.12 1.12
12ARG 10.79 8.04 1.59 1.96 1.24 1.51 1.15
12ASP 12.86 5.87 1.11 1.00 0.90 0.90 1.04
12CYS 17.61 10.83 1.86 2.02 1.54 1.22 1.15
12SER 13.97 10.43 1.71 2.11 0.94 1.19 1.15
12VAL 9.66 15.47 1.52 1.65 1.11 3.74 1.26
13ASP 13.73 9.35 1.91 2.08 1.1 1.41 1.19

* 22 EREEEESHE

Z%CV for ACr %CV for mutant C; %CV for control Cr
Assay 3xLOD C50 3xLOD C50 3xLOD C50 WT
12ALA 10.71 7.51 1.69 1.76 0.77 0.90 0.79
12ARG 9.83 8.04 1.21 1.76 0.84 1.33 0.90
12ASP 10.16 4.08 0.93 0.89 0.80 0.76 0.76
12CYS 13.15 8.80 1.31 1.76 1.40 1.01 0.76
12SER 6.76 6.18 1.10 1.48 0.80 0.90 0.90
12VAL 9.21 15.32 1.40 1.42 0.91 3.49 0.94
13ASP 8.67 7.01 1.30 1.65 0.91 1.19 0.97

{557 3XLOD BEA G HIZE SRS A R AN s TR RS R (E b B T T T8 o BIHARTA R
FIREAAE - 80 REME P EVH 79 REEH T IERENZEEF - A ERERMHILEIR 99.6%

(1115/1120)  Ze8#[514 (3XLOD) BEA R 99.6% (558/560) » ARARMFIZEE (Fr41) BEA R 99.5%
(557/560) (% 23) -
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23 GESERERRH

TERERR
R 3xLOD & BAERRE (1K)
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
NSCLC

sHEAREmZ ERENREE (EEE) - @&

B BN E R EZ AR CT (HA25) -

FEAEf 15 (EHIELAE A

ZRSELE RN IEREMER] ACT EAVIBEE (28

KRAS s a2y 7 fEzeZ aya—ME (LOD A 2xLOD) ’
DURe—(EEF AR (WT) JHIER4E - se8 ioiIdH il FRPE 4RARIR BCER RS Ry fRER (IR AT 1514 -

AEEALLE CT 27 BEATHEAE(L - S BEA ERF A2 Y DNA ohiffs - DI R S0 IAt ﬂ@fﬁ
ZESEREIE By 1x LOD F1 2x LOD BYREA -

% 24 PEUR T EHERMAEATIERERR L] - B EERRIER 25 -
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% 24 : IERERHEES]

SR ELHl B 95% {SEEMAR
Sample level -] IERERH! [z 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%
LOD 12ALA 39/40 97.50% 86.84% 99.94%
12ARG 40/40 100.00% 91.19% 100.00%
12ASP 40/40 100.00% 91.19% 100.00%
12CYS 40/40 100.00% 91.19% 100.00%
12SER* 40/40 100.00% 91.19% 100.00%
12VAL 40/40 100.00% 91.19% 100.00%
13ASP* 38/40 95.00% 83.08% 99.39%
WT All 28/28 100.00% 87.66% 100.00%
* DA FFPE 4HffbR R iR
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%25 DL SD 1 %CV Fmii = R - EENE

o
8 - 5
= [ 2 =
O > o *Z % O
° I 2 x P s L
2 2 2 9 5 3 = g S
2 ol > I c [a) & 4 ¥ O 3 -
e £ 2 52 9 - - -~ - - k] 3
s 0§ ¢ 2% ¢ 3z 3z 3z &z & & g
Delta 2xLOD  12ALA 28 5.54 (0.0000, (0.1221, (0.0443, (0.0385, (0.0000, (0.1335, (0.1843,
Cr 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,  (0.3459,  (0.4738,
5.48%) 1.96%) 1.24%) 0.00%) 0.00%) 5.52%) 7.57%)

* 8D, %CV
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o I

a Q +

ke ° ° o

5 > b * % o

> 2 9] % z % 5 b5 *

2 9 g & < g - g g

= g & 2 & ° € = z °© 3 5

3 5 3 - - = = = & ]

s 5 % 2 g 3 3 3 3 3 8 2
Green 2xLOD  12ALA 28 32.09 (0.0000, (0.1314, (0.0000, (0.0675, (0.1073, (0.1158, (0.1957,
Cr 000%)  0.41%)  000%)  021%)  033%)  036%)  0.61%

12ARG 28 31.50 (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%
12ASP 28 31.30 (0.0000, (0.1891, (0.0000, (0.0920, (0.0000, (0.1800, (0.2667,
0.00%) 0.60%) 0.00%) 0.29%) 0.00%) 0.58%) 0.85%
12CYS 28 32.07 (0.0000, (0.2523, (0.0000, (0.1606, (0.2011, (0.1512, (0.3388,
0.00%) 0.79%) 0.00%) 0.50%) 0.63%) 0.47%) 1.06%
12SER 28 32.06 (0.0000, (0.2049, (0.0000, (0.1250, (0.1177, (0.1263, (0.2648,
0.00%) 0.64%) 0.00%) 0.39%) 0.37%) 0.39%) 0.83%
12VAL 28 30.65 (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%
13ASP 28 31.98 (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 12ALA 40 32.86 (0.0000, (0.2332, (0.0516, (0.0840, (0.1319, (0.1780, (0.3144,
0.00%) 0.71%) 0.16%) 0.26%) 0.40%) 0.54%) 0.96%)
12ARG 40 31.90 (0.0000, (0.2186, (0.0000, (0.0000, (0.2289, (0.1519, (0.3106,
0.00%) 0.69%) 0.00%) 0.00%) 0.72%) 0.48%) 0.97%)
12ASP 40 31.02 (0.0000, (0.1762, (0.1093, (0.1296, (0.2492, (0.1005, (0.2908,
0.00%) 0.57%) 0.35%) 0.42%) 0.80%) 0.32%) 0.94%)
12CYS 40 33.14 (0.1216, (0.0493, (0.0000, (0.3468, (0.0501, (0.3155, (0.4216,
0.37%) 0.15%) 0.00%) 1.05%) 0.15%) 0.95%) 1.27%)
12SER 40 33.08 (0.0832, (0.2591, (0.0000, (0.2424, (0.0000, (0.2258,  0.3864,
25%) 0.78%) 0.00%) 73%) 0.00%) 0.68%) 1.17%
12VAL 40 31.62 (0.2858, (0.0951, (0.0000, (0.2244, (0.0344, (0.1763, 0.3432,
0.90%) 0.30%) 0.00%) 0.71%) 0.11%) 0.56%) 1.09%
13ASP 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%)
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o
ke = %
ke ) 2 9
o > o b % o
% k] X N B
g E 5 S g 2 23
BS a > c c o ® I g [¢) 3 _
g € 2 ‘5 g 3 - - - - = ] 5
< 3 < # 0 = & & 2 2 & & 2
Yellow 2xLOD  12ALA 28 33.20 (0.0000, (0.0515, (0.0330, (0.0000, (0.0607, (0.2117, (0.2235,
Cr 0.00%) 0.16%) 0.10%) 0.00%) 0.18%) 0.64%) 0.67%)
12ARG 28 33.05 (0.1397, (0.1321, (0.0000, (0.2393, (0.0000, (0.3792, (0.4559,
0.42%) 0.40%) 0.00%) 0.72%) 0.00%) 1.15%) 1.38%)
12ASP 28 33.00 (0.0597, (0.2131, (0.0000, (0.0000, (0.1313, (0.1954, (0.3059,
0.18%  0.65%) 000%  000%)  040%)  0.59%)  093%)
12CYS 28 33.19 (0.0646, (0.0971, (0.0233, (0.0679, (0.0863, (0.1943, (0.2378,
0.19%) 0.29%) 0.07%) 0.20%) 0.26%) 0.59%) 0.72%)
12SER 28 32.85 (0.0525, (0.0000, (0.0000, (0.0337, (0.0937, (0.1320, (0.1588,
0.16%) 0.00%) 0.00%) 0.10%) 0.29%) 0.40%) 0.48%)
12VAL 28 33.11 (0.0000, (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 33.03 (0.0000, (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%)
LOD 12ALA 40 33.37 (0.0000, (0.2010, (0.0000, (0.0000, (0.1942, (0.2177, (0.3257,
0.00%) 0.60%) 0.00%) 0.00%) 0.58%) 0.65%) 0.98%)
12ARG 40 33.14 (0.0000, (0.2168, (0.0000, (0.3061, (0.1637, (0.1748, (0.3717,
000%)  0.65%)  000%  092%)  049%)  053%)  1.12%0
12ASP 40 32.98 (0.0000, (0.2599, (0.0000, (0.0000, (0.1735, (0.2228, (0.3618,
0.00%) 0.79%) 0.00%) 0.00%) 0.53%) 0.68%) 1.10%)
12CYS 40 33.31 (0.0000, (0.2028, (0.0000, (0.1209, (0.0000, (0.2132, (0.3050,
0.00%) 0.61%) 0.00%) 0.36%) 0.00%) 0.64%) 0.92%)
12SER 40 33.08 (0.1254, (0.2847, (0.0000, (0.0000, (0.0000, (0.1505, (0.3263,
0.38%) 0.86%) 0.00%) 0.00%) 0.00%) 0.46%) 0.99%)
12VAL 40 33.29 (0.3133, (0.0000, (0.0000, (0.0000, (0.0000, (0.2621, (0.3574,
094%  000%)  000%  000%)  000%  079%)  1.07%)
13ASP 40 33.13 (0.1101, (0.1326, (0.1666, (0.0000, (0.0000, (0.1925, (0.2804,
0.33%) 0.40%) 0.50%) 0.00%) 0.00%) 0.58%) 0.85%)
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) <
ie) Q %
kel 5 S S
s 3 : . s s %,
2 ° 2 5 E g - s S
3 2 & 2 5 e & “ i © o s
g s o = e b b g 5
£ 3 g - 2 3 3 3 g g & °
Yellow WT 12ALA 28 33.41 (0.1443, (0.1997, (0.0000, (0.0000, (0.0000, (0.2269, (0.3248,
Cr 0.43%) 0.60%) 0.00%) 0.00%) 0.00%) 0.68%) 0.97%)
12ARG 28 33.30 (0.0875, (0.0000, (0.0000, (0.4098, (0.0904, (0.2368, (0.3983,
0.26%) 0.00%) 0.00%) 1.23%) 0.27%) 0.71%) 1.20%)
12ASP 28 33.12 (0.1591, (0.1748, (0.0477, (0.0000, (0.0000, (0.2131, (0.3075,
0.48%) 0.53%) 0.14%) 0.00%) 0.00%) 0.64%) 0.93%)
12CYS 28 33.42 (0.0000, (0.2009, (0.0000, (0.1444, (0.0000, (0.2121, (0.3077,
0.00%) 0.60%) 0.00%) 0.43%) 0.00%) 0.63%) 0.92%)
12SER 28 33.22 (0.2485, (0.0000, (0.0633, (0.0000, (0.0000, (0.1497, (0.2517,
0.75%) 0.00%) 0.19%) 0.00%) 0.00%) 0.45%) 0.76%)
12VAL 28 g3 (0.0000, (0.2591, (0.0000, (0.1429, (0.0000, (0.2721, (0.3863,
0.00%) 0.78%) 0.00%) 0.43%) 0.00%) 0.82%) 1.16%)
13ASP 28 33.45 (0.0000, (0.1194, (0.0526, (0.0341, (0.0000, (0.1651, (0.2078,
0.00%) 0.36%) 0.16%) 0.10%) 0.00%) 0.49%) 0.62%)
*SD, %CV
2 [ =312 e Y ] f— Eliar=ai] N i
FHMEAEMEREMITEERS (BN - FHTZEFENERE CHEHED) - A5t

{6 FI B B AR MO e AH (R HIERAR ) - SRR - B =R R RCQ 25 - #R(F & -

KRAS EfHERME -

IEREZEE R HAVEE B RR 26 - E&A

(SD. CV%) 51 -

BRET K BHERETE 22 KA HEGERIRF A

A

WEN

(7 88 7 -

TR 26 - AEMAVEFEENRE 27 #y#Total

H i
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326 : FrEfREIERERR I ELE

Grouping variables Proportion Two-sided 95% confidence
limit

Sample Assay Fraction Percentage Lower Upper

level

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%

LOD 12ALA 118/120 98.33% 94.11% 99.80%
12ARG 120/120 100.00% 96.97% 100.00%
12ASP 120/120 100.00% 96.97% 100.00%
12CYS 119/120 99.17% 95.44% 99.98%
12SER* 120/120 100.00% 96.97% 100.00%
12VAL 120/120 100.00% 96.97% 100.00%
13ASP* 118/120 98.33% 94.11% 99.80%

WT All 82/84 97.62% 91.66% 99.71%

*LL FFPE 4iifftk R 032
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2227 : DL SD f1 %CV FRATFESE - BERE

Q pes *
ko) ) T o}
8§ 5 . 2 . 5 °
2 3 13 5 S g - 8 3
ES Q > o c k7 a & 4 >4 O 3 —
g £ 9 5 3 o o - - - — - o
< 3 < 3 s a a ] & & 3 & o
2xLOD 12ALA 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%)
12ARG 84 4.81 (0.0000, (0.0000, (0.1172, (0.0000, (0.0000, (0.0000, (0.2729, (0.2967,
0.00%) 0.00%) 2.43%) 0.00%) 0.00%) 0.00%) 5.67%) 6.16%)
12ASP 84 4.57 (0.0000, (0.0943, (0.1457, (0.0000, (0.0600, (0.1718, (0.1565, (0.2854,
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 4.13 (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%)
O
g LOD 12ALA 119 6.33 (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%)
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

TIETH
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ke ] ] 9
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3 5 e _ 5 5 : = 2 3
£ 38 ¥ < = B 8 8 3 3 8 & 2
2xLOD 12ALA 84 321 (0.1578,  (0.0000, (0.2509, (0.0745, (0.0000, (0.1249, (0.1362, (0.3390,
3 0.49%) 0.00%) 0.78%) 0.23%) 0.00%) 0.39%) 0.42%) 1.06%)
12ARG 84 31.6 (0.0882, (0.0000, (0.2430, (0.1339. (0.0000, (0.0000, (0.2604, (0.3828,
1 0.28%) 0.00%) 0.77%) 0.42%) 0.00%) 0.00%) 0.82%) 1.21%)
12ASP 84 312 (0.1655, (0.0391, (0.2178, (0.0600, (0.0000, (0.2052, (0.1426, (0.3542,
4 0.53%) 0.13%) 0.70%) 0.19%) 0.00%) 0.66%) 0.46%) 1.13%)
12CYs 84 32.1 (0.0000, (0.0000, (0.2836, (0.0852, (0.0940, (0.1658, (0.1318, (0.3636,
5 0.00%) 0.00%) 0.88%) 0.26%) 0.29%) 0.52%) 0.41%) 1.13%)
12SER 84 32.1 (0.1457, (0.0000, (0.2659, (0.1807, (0.0000, (0.2715, (0.1783, (0.4554,
4 0.45%) 0.00%) 0.83%) 0.56%) 0.00%) 0.84%) 0.55%) 1.42%)
12VAL 84 30.6 (0.0646, (0.0480, (0.2124, (0.0000, (0.1031, (0.0000, (0.2000, (0.3143,
9 0.21%) 0.16%) 0.69%) 0.00%) 0.34%) 0.00%) 0.65%) 1.02%)
- 13ASP 84 32.1 (0.2111, (0.0000, (0.3218, (0.2966, (0.0000, (0.1743, (0.1980, (0.5184,
‘é 2 0.66%) 0.00%) 1.00%) 0.92%) 0.00%) 0.54%) 0.62%) 1.61%)
[}
g—; LOD 12ALA 119 329 (0.0000, (0.1524, (0.1821, (0.1048, (0.0757, (0.1007, (0.2526, (0.3721,
3 0.00%) 0.46%) 0.55%) 0.32%) 0.23%) 0.31%) 0.77%) 1.13%)
12ARG 120 319  (0.0000,  (0.0743, (0.1936, (0.1262, (0.0000, (0.1332, (0.1619, (0.3096,
8 0.00%) 0.23%) 0.61%) 0.39%) 0.00%) 0.42%) 0.51%) 0.97%)
12ASP 120 31.0 (0.1880, (0.1184, (0.1681, (0.1033, (0.1171, (0.1481, (0.1333, (0.3511,
6 0.61%) 0.38%) 0.54%) 0.33%) 0.38%) 0.48%) 0.43%) 1.13%)
12CYs 120 33.1 (0.0000, (0.0000, (0.2513, (0.0776, (0.2128, (0.1427, (0.2712, (0.4401,
9 0.00%) 0.00%) 0.76%) 0.23%) 0.64%) 0.43%) 0.82%) 1.33%)
12SER 120 33.1 (0.2194, (0.0000, (0.2433, (0.1263, (0.1470, (0.1973, (0.2052, (0.4437,
3 0.66%) 0.00%) 0.73%) 0.38%) 0.44%) 0.60%) 0.62%) 1.34%)
12VAL 120 316  (0.0000,  (0.1254, (0.1645, (0.1307, (01271, (0.0976, (0.1792, (0.3159,
5 0.00%) 0.40%) 0.52%) 0.41%) 0.40%) 0.31%) 0.57%) 1.00%)
13ASP 18 33.0 (0.0000, (0.1789, (0.1661, (0.3569, (0.0649, (0.1565, (0.2588, (0.4894,
8 0.00%) 0.54%) 0.50%) 1.08%) 0.20%) 0.47%) 0.78%) 1.48%)
|
*SD, %CV
TI8ETH
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s ° S s
[e} > Z & * O
> K o] % z % ES 4
g @ E: 3 & 5 g - s 3
= Q > o < @ [a] & @ < O 3 —
J¢] € 2 s 3 - - . - . - 2 5
s 03 2 2 % 3 3 3 8 8 3 £ °
20D  12AlLA 84 332 (00706, (00399,  (0.1314, (01303, (00000,  (0.1124, (01913,  (0.2883,
5 0.21%) 0.12%) 0.40%) 0.39%) 0.00%) 0.34%) 0.58%) 0.87%)
12ARG 84 33.0 (0.0000. (0.1406, (0.1353, (0.0000. (0.2024, (0.1262, (0.2831, (0.4016,
7 0.00%) 0.43%) 0.41%) 0.00%) 0.61%) 0.38%) 0.86%) 1.21%)
12ASP 84 32.9 (0.0000. (0.0480. (0.1706, (0.0000. (0.0000. (0.0797, (0.1795, (0.2616,
8 0.00%) 0.15%) 0.52%) 0.00%) 0.00%) 0.24%) 0.54%) 0.79%)
12CYS 84 33.2 (0.0000. (0.0976, (0.1781, (0.0000. (0.0000. (0.1454, (0.1723, (0.2939,
0 0.00%) 0.29%) 0.54%) 0.00%) 0.00%) 0.44%) 0.52%) 0.89%)
12SER 84 32.9 (0.0000, (0.1101, (0.0549, (0.0669, (0.0677, (0.1186, (0.2274, (0.2916,
1 0.00%) 0.33%) 0.17%) 0.20%) 0.21%) 0.36%) 0.69%) 0.89%)
12VAL 84 33.1 (0.0688, (0.0000, (0.1896, (0.0937, (0.1140, (0.1311, (0.2605, (0.3768,
7 0.21%) 0.00%) 0.57%) 0.28%) 0.34%) 0.40%) 0.79%) 1.14%)
. 13ASP 84 33.1 (0.0000, (0.0482, (0.2035, (0.0000, (0.0466, (0.1460, (0.1688, (0.3019,
LB) ] 0.00%) 0.15%) 0.61%) 0.00%) 0.14%) 0.44%) 0.51%) 0.91%)
o
E LOD 12ALA 119 333 (0.0000, (0.0000, (0.2108, (0.0820, (0.0000, (0.1443, (0.2253, (0.3411,
3 0.00%) 0.00%) 0.63%) 0.25%) 0.00%) 0.43%) 0.68%) 1.02%)
12ARG 120 331 (01092, (00537,  (0.1605, (00507, (02157, (01276, (02180,  (0.3749,
5 0.33%) 0.16%) 0.48%) 0.15%) 0.65%) 0.39%) 0.66%) 1.13%)
12ASP 120 32.9 (0.0000. (0.0832, (0.2022, (0.0864, (0.0000. (0.1117, (0.2223, (0.3343,
6 0.00%) 0.25%) 0.61%) 0.26%) 0.00%) 0.34%) 0.67%) 1.01%)
12CYS 120 33.2 (0.0000. (0.0000. (0.2232, (0.1691, (0.0789. (0.0000, (0.2097, (0.3516,
6 0.00%) 0.00%) 0.67%) 0.51%) 0.24%) 0.00%) 0.63%) 1.06%)
12SER 120 33.0 (0.1573, (0.0716, (0.2134, (0.0951, (0.0000. (0.0784, (0.1689, (0.3263,
1 0.48%)  022%) 0.65%) 0.29%) 0.00%) 0.24%) 051%)  099%)
T2VAL 120 332 (01519, (01960,  (0.1272, (00000,  (0.1298, (00553, (02162,  (0.3487.
5 0.46%) 0.59%) 0.38%) 0.00%) 0.39%) 0.17%) 0.65%) 1.05%)
13ASP 118 33.1 (0.0000, (0.0000, (0.1768, (0.0998, (0.0000, (0.0000, (0.1973, (0.2802,
6 0.00%) 0.00%) 0.53%) 0.30%) 0.00%) 0.00%) 0.59%) 0.84%)
|
*SD, %CV

TIETH
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) IS
ke S N
2 ° ] o
o] > < * o]
> <o o} z i o
2 o 2 o 3 S g = 8 E]
T>f g <>3‘ S g @ [a) & 4 jv3 O S 5
2 o 4 4 e - - = k] £
g 3 2 « = & 3 3 3 3 3 & °
WT 12ALA 84 334 (01257, (00961,  (0.1845, (00000, (00000,  (0.0000, (02083,  (0.3104,
4 0.38%) 0.29%) 0.55%) 0.00%) 0.00%) 0.00%) 0.62%) 0.93%)
12ARG 84 333 (01191, (00000,  (0.1869, (01321, (02529,  (0.1205, (02132,  (0.4217,
7 0.36%) 0.00%) 0.56%) 0.40%) 0.76%) 0.36%) 0.64%) 1.26%)
12ASP 84 331 (00574, (00738, (02162, (00563, (00000,  (0.0000,  (0.1844,  (0.2997.
6 0.17%) 0.22%) 0.65%) 0.17%) 0.00%) 0.00%) 0.56%) 0.90%)
8}
3 12CYS 84 334 (00000,  (0.0000,  (0.1964, (00720, (01311, (00262,  (0.2258,  (0.3287.
2 2 0.00%) 0.00%) 0.59%) 0.22%) 0.39%) 0.08%) 0.68%) 0.98%)
2
125ER 84 332 (00812, (01331,  (0.1734, (00329, (00000, (02009,  (0.1923,  (0.3535,
0 0.24%) 0.40%) 0.52%) 0.10%) 0.00%) 0.61%) 0.58%) 1.06%)
12VAL 84 334 (00000,  (0.0695 (0.2046, (00000, (01708,  (0.1437, (02339,  (0.3799.
1 0.00%) 0.21%) 0.61%) 0.00%) 0.51%) 0.43%) 0.70%) 1.14%)
13ASP 84 334 (00000, (00613,  (0.1802, (00744, (00073,  (0.0969,  (0.1790,  (0.2816,
6 0.00%) 0.18%) 0.54%) 0.22%) 0.02%) 0.29%) 0.53%) 0.84%)

A R 7 Sk

AT HAVERFG AR R 22 2 (FRAE DNA ZEHL) ¥ AEMEVE - A seEdm ot
AR RAMACH R MR FER VR T » 0 ARAE 3 (8T L B A R R IR
FFPE UlJj7 M1 FFPE AiREtREI A > BEIR A RS T -

CRC

{& 10 &l FFPE CRC A (3 {EEFA R R AFfEZe % 1 8) S U= TEEGEH S um TI5 -
HHEHE U 7 BE T BC R 1 (ER o (S 318D - oo UcE & FFPE 54T 10 (F
YR (436100 (@8R ) - fEfeMlry 300 {& DNA ZEHH - 298 EEEAHRL - 3 [0z
[E]EY KRAS Ze8 Ry — k2 E] 99.33% -

fr o ZE B RN A BURE AT ACT S EE TR LR N IR B HEATHYSE R — 2 - 4551
SO HHEL AN SLEETCHY DNA ZEHUE PR AR B — 2 -
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NSCLC

ZTFEF EER T 13 fEERER NSCLC £2A (3 {# 12ASP ~ 3 {lil 12CYS ~ 4 {li 12VAL F1 3 {EEF
AH) R 4 fl FRPE HAEPREEAS (12ALA ~ 12ARG ~ 12SER Fll 13ASP)  » EEEBEARALF
HIEREETTE © AMPHIIBR ~ FNART CNB - QiR A fRFREE R NSCLC 4R R IR AY 4= [ 28

A& =4t (4$#HL 20 8) FFPE D15 BEM I ECE] 3 Mol « £E 3 Eful S EH e fEZe BT A&
AUE—4tt 20 {E FFPE D77 (10 #f) #EfT DNA ZEH{ -

(ER A 3 et LI A R A S A TR, - 3430 7 (BZE B MIBF A RUBEAST B
A IERERZEE R, - 7 (EZeS iy A IR AR Bs R I RIg B 100% - 569 T (EH A ik
THY DNA ZEHUNIZEE kel b O il — 80 -

HERFE 12ALA ~ 12ARG ~ 12SER F1 13ASP Ze8iEG IR FFPE NSCLC BEARMETT T 4EIMNIE

REEHTTE > R Z AIRIBTZefE A TR RIS Lo BRI R o EIRERS MBS LS

HIBTZEFHE RV ZEEEET o HH= @I A AR EEREEY 12ALA ~ 12ARG 1 13ASP Ze8FE A L

BUEEEAR > (A KRAS B2 HIEIH R AL T IEMENVZE B - B AN EE EHRE

100% « ={EEBAVAGIES - 125ER SeB U ASIMIRAL T 28/30 WY IEMESEERAIER (IE

Eﬁfﬁﬁéﬁﬁﬁttﬁﬁ/\ 93.33%) - &EEEBEE T FIAME therascreen KRAS RGQ PCR 7 &
HEITRIENEY DNA ZEERE PRI AR TR RAZR— B -

BRATRIE T AR ({2 NSCLC)

ZTFEHY H R HEREASRE AR R G E B R At NSCLC BEARZESE R - o4t
Feharee 3 T ATRETT A R UIBRTT » FNA A1 CNB -

HRRZTE - T BUERHULECHY ;) CNB FI FNA BEARAIERMEHIBRAAERIREA - DUEAEEIRY
FERIRESY A 3 TEEREETTIARSE » (AR AR IS EREA -
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SHEREASE KRAS B HIETTREHUIRH] - FELEASEIRIVEEREAR (169 [ETIRREE
A~ 169 {lH CNB EEART 164 {E FNA BA) HEERIFTH 8 18 KRAS fa il Thadll -

FESENERESIRHEINVR 282 - B —20% - B8Rt — 28R ZE Uk
By R 95% EHERE RS (£ 28) -
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% 28 BEAIREE T AR — 8k

bhEr —EH b7EES Bath(%) R 95% B 95%
EHEERF EEERR
PR TR FR_ERR
CNB Vs FNA with CNB as ~ $¢B4—5%  148/156  94.87 90.15 97.76
reference BE—EeR  29/35 82.86 66.35 93.44
R 119121 98.35 94.16 99.80
CNB VsRES with CNB as ~ ###—5%  153/161  95.03 90.44 97.83
Reference FotE—2e% 31/37 83.78 67.99 93.81
Ptk 122/124  98.39 94.30 99.80
FNA Vs CNB with FNA s B4B8—50%  148/156  94.87 90.15 97.76
reference Bk 29/32 90.63 74.98 98.02
BatE—EE 119/124 9597 90.84 98.68
FNA Vs RES with FNA as BR—E0R 152/156  97.44 93.57 99.30
eterence FHiE—2e%  30/32 93.75 79.19 99.23
Pt —ER  122/124  98.39 94.30 99.80
EZ?;;D%EB WIthRESas  gmegs g 153/161  95.03 90.44 97.83
PE—2eR 31/34 91.18 76.32 98.14
BatE—EEE 122127 96.06 91.05 98.71
EZ?e\i;nFCNeA WIthRESas e gse  152/156  97.44 93.57 99.30
BE—-ER 30/32 93.75 79.19 99.23
R 122/124  98.39 94.30 99.80

80
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I8 HEFT T Passing-Bablok #1 Deming [BIEF 347 » ELEE TR [RIEEABRSE J57A 2 fify CT
FIACTE - [HIEROITRI > )R AR RES ~ CNB A1 FNA FASEAIAE CT 5k ACT J5H
FAEE I EE SRR ELBIRTZE R - TRETT T 4R 1VERIER 3 i DR e AR SN R R 4H A%y 1 o B
$HERE ACT [EHRVZE - BYENIMER HEEE A CT AYEERGRAVRRREN]  J2AERER A
CT {EFEE 5 o b s SRR L EAVR M AR T A ERAER -
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B MERE

BT THRRMEREAEE - LIEEE Al E R 2B R A R - B E AR
sotorasib J&#HY NSCLC 83 - AWFEiy HAVZaFHbH Az mrEzgi G12C Ze8iR58 - 2
AREF AR B v REZ 2 1t sotorasib JaERTHRHEA NSCLC B - BRIREEE 20170543 2—IAL
SERENBRIME ~ 2 ~ 55 1/2 WiEkER - seat AT sotorasib BT KRAS G12C Zg8
Z WA B RE R R A\ 2l ARSI 2 et - A5 NSCLC 55 2 HiE 7y EZ iy &Rt -
EFTSR RS IE Rt ETHARER R A R - MR E st TR IR 4E R - S9ARRME
MREITY A KRAS G12C 2288y NSCLC 83 » W48 p g haes (1 1 Ay -

Aalg NSCLC 55 2 BAER Y F =Gt R iR Z B B (Objective Response
Rate » ORR) » 2t /7 A A B RalfRg L FEZT{H1E%E (Response Evaluation Criteria in
Solid Tumors » RECIST) 55 1.1 fx » 1 E¥f KRAS G12C e HAfsERg = & sotorasib
B—ROEAH B -

HEETA 126 fii NSCLC Zat®E » H 123 i A2 mE R - RSB P iR
(Blinded Independent Centralized Review > BICR) » 3 fir=stZ i 4A > (E &M
T ERHERR < KRAS G12C 288 NSCLC Zil EHHe2 EiE g it sz iR G
HIE > WF BICR EEG=RIE RECIST 1.1 MfT7HE » TSI ORR (& KIE + H5r
HE) By 37.4% (123 firzst s 46 fir ; 95% Cl: 28.84 » 46.58) ; 2 firsks (1.6%)
EIERRIE - 44 fir2alE (35.8%) ZEHITIE -
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SEHEDEE R

A EHEb R EE T RE A B R A vl S H IR RS - TSI EBFE S (ER - sEshisk
PIEY 4G S #5 o0 o 490k B www.giagen.com/Support ( BREIBEE(Z B - a5
www.giagen.com) -

BIEEEEEE

a) BEESEERFIR ST ERENEFERERREIR (2RER) - F0
B T SRR T S (i FEr A4 -
HIERIHAR —%L -
b) therascreen KRAS RGQ B AR R R FAIR (2 EEmaEES)
PCR Kit E.iH - DA P TR 4 -
NTC ATE FAM BFBE DRGSR -
PCR AEfFHAI S 455 - {58 T s M T — 5 #8 PCR -
WIS TTRE - EMARTRHIE AR R B2 - PCR 3% -
TAEEFIGEESREAEIEREE -
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i therascreen KRAS Assay Package #ga A pi iy ik
29 HIH T therascreen KRAS Assay Package #RAG ATEE A= kYR S B 5 - DURCEERRAL

HITHIE

% 29 : therascreen KRAS Assay Package Bk pHa% » DR SR

TSR ag RIS
PC_CTRL_ASSAY_FAIL PCR iy — Gk oL H(E PCROER -
DAL EE FAM CT £
PC_MUTATION_INVALID_  PCR jEiifexy — [iemiy S 00%(E PCRES -
DATA 4H (EBRIERER) B
FHERHIE A -
NTC_INT_CTRL_FAIL PCR AR — Pt sh e R PCR 2 -
AHAYANES A R N E ] -
NTC_INT_CTRL_EARLY_CT  PCR ifilfidmsy — [atime EOTE(E PCREM -
AHAY P S TR A ] -
NTC_INVALID_CT PCR iy — [etkmi S ICHR(E PCROER -
4HEY FAM A (/NI Hli
(=)
NTC_INVALID_DATA PCR iz — papbmey EHE(E PCREME -
YRR A -
SAMPLE CTRL_INVALID_  #7AfEsy — B sy acron ity PCR MBI AR -
DATA ENEDRHIA S -
SAMPLE_CTRL_HlGH_ ;F;zjgjﬁ@'z — Tizlgj%%’;qjg’g ﬁ%fizﬁlriiﬂgﬂﬂ Cr 13 ° Ebﬁﬁﬁ%é*ﬁﬁ%u?ﬁ%}
CONG FAM G 1 - TR+ FBMIAL HRBEATK 101 FRRBIHE Cr
B0 1.0 5 BEAMIRE R > BB ¥Ry PCR DI E
IR -
SAMPLE_CTRL_FAIL wkdE — ks e EIFE PCR BRI A - AR EH

iy FAM Cr i

PCR ISR > RITERTEY FFPE U1/ KBB4
(=4 sections) - FXEHHY PCR HEE USRI HYZE
HU) o A0SR - AL 55 —ERHL - 20REE
ARG A EE AR - QAR
ANHEERZEEERAE - FIEAE T —PAtd -
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2% 30 FIH 814 NSCLC #43:%% - therascreen KRAS Assay Package #fs a] gE 4 i AAZngg: K

HE® > DU ERAEIHE - -

22 30 : $1¥%f NSCLC #&HE Rotor-Gene Q therascreen KRAS Assay Package 12k Ha% » URE

PRENHIHETE

TRI% =7

FRHETRTE

SAMPLE_INT_CTRL_FA  (A#BSLET (HEX) Cr s
L (Sfie Cr) + FAM 30328

SAMPLE_INT_CTRL_
EARLY_CT

ZeEE R - Cr HEX $4%

AR (PEREE)

SAMPLE_INVALID_DA
TA

RSB R T -

MUTATION_EARLY_CT  zess{i fies — tEAS Cr

FAM ZB(E -

SAMPLE_POSITIVE
_AND_INVALID

TRAHY— (2 2 (E2e8 Ry
OBt ¢ IR - AR
Fy—{E=k 2 Eze iy (&
& IR -

FEILHTRY PCR EMDISEERMAEA - AISREHE PCR &
PR > RITERTHY FRPE U)R EEHUEA - By
PCR A DU AR ZEEY) - A0SR fma - USRI —
TEERL - AR IGEERI A E A UHIEESR
AR R AR HEERIZEEIRAE - 3 B A MEMET i —20 Y
T o

EEILHEY PCR ZEH DS RMEEA - A1ISREHR PCR &
AR - BIAERTHY FRPE B 5 shEEEUEEA 3BT
PCR ZEE DR AR R - 05 fma - USRI —
REEHL - MRFFAIERLICEEIRIG T A A BEIEER
RIBEA B AT HEERIZEEGIRAS - U B A IEHETHE—2DHY
Tl

FEILHTRY PCR EMDISEERMAEA - AISREHE PCR &
PR > RIERTHY FRPE )R EEHUEA - By
PCR A DU AR ZEEY) - A0SR fma - USRI —
TEERL - AR IGEERIHE A RIS
HIREAR BARHEE R ZEEEIRAE - I H AR THE— 2
el

FEILHEY PCR EE LIS EARMIEEA - AIREH PCR &
PR - HIGERTHY FRPE VIR thaHUBEA - St ERTHY
PCR 7= DU R R AR © QISR > RIEEILE
T » MRAEAAEIE IR R H LA RAIEER
AIEEA R AR THEERIZEEIRAE - 3 B A TEMETHE—2 Y
Sl o

EILHTY PCR AEE DS @OHIEEA - W1 EH PCR &
IS o RERTHY FFPE U5 thaEHUbEA: SR ERTHY
PCR i DU IR AVEEEY) - SISy > AIEEILE
T » WRAEAAEIE IR (2L H R A SR
AR R AR HEERZEEIRAE - 3 B A MEMET i —20
T o
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2% 31 5IHi$1¥ CRC faf » therascreen KRAS Assay Package @i Al &E A i Az 5z H

e DU RAEETG - -

2 31 : $1¥} CRC #3f& Rotor-Gene Q therascreen KRAS Assay Package i K H& 3% » DINER

LG

BRG =1

FRHETRTE

SAMPLE_INT_CTRL
_FAIL

NERSLET (HEX) Cr il
(Eifie Cr) » FAM imiEze

SAMPLE_INT_CTRL_
EARLY_CT

ZEgEE Al - Cr HEX %
ARIE (PHEEHE)

SAMPLE_INVALID_DA  ZE8&E M — NE ]
TA VR -

MUTATION_EARLY_CT  Zegsti sy — 4 Cr

FAM (K -

SAMPLE_POSITIVE_
AND_INVALID

A —(EER S (E2EE
BRI ¢ EIR > AAREIREA
H— B S Ege R R (&
& R -

WERBEA BAFREGIREE — MFRRAUENE -
WRBEABA IR - RIEERTHY PCR EE DIEE
MOHIEEA « A0SR PCR MR - HI{EHTHY FFPE
Pl thEEHUEA © 3BT PCR AEE DI AIZEHL
Py o A0 RAER - FIEEHRIESE —EEEL - ARBEARAEIER
RS H AR AR, B B R HEE 5L
JREE > A B MRS THE— 2P ARG
MRBEARBAARANRE — SRR -
WURBEABATEREIRGE - ARRERTHY PCR EH LIS
MOHIEEA A0SR EHE PCR IEMFRHER - AIfEHHY FFPE
PIR sPEEHUEA - BREHTHY PCR A DU AT YA EY
Py o A0RAER - HUEEHRIESE —EEEL - AIRBEARAEIER
RS HEE AR B BA R HEE RIS
AREE - i B FERESTHE— 2P ARG

WERBEA BAFREGIREE — MFRRAUENE -
WRBEABAFREIRGE - RIEERTHY PCR EE DIEE
MOHIEEA « A0SR PCR MR - HI{EHTHY FFPE
Pl thEEHUEA © 3BT PCR AEE LU AIZEHL
Py o A0 RAER - FIEEHRIESE —EEEL - ARBEARAEIER
RS H AR AR, B B R HEE 5L
JREE > A B MRS THE— 2P ARG
MRBEARBAARANRE — SRR -

WURBEA BATEREIRGE - AERERTHY PCR EH DIEE
MOHIEEA A0SR EHE PCR IEMFRHER - AIfEHHY FFPE
PIR sPEEHUEA - BREHTHY PCR A DU AT YA EY
Py o A0RAER - HUEEHRIESE —EEEL - AIRBEARAEIER
RS HEE AR B BA R HEE RIS
AREE - i B FERESTHE— 2P ARG

-

20
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EEEEE S
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—‘HA.

Hy P\\‘D

ARAFMT BN E 2 &ER - BB ER MR &S0 (www.qgiagen.com/Support) -
##F] 00800-22-44-6000 =i 4 QIAGEN FiifffilR s siF IsiE e aEsing (G2 RIER =R

& www.qgiagen.com) -
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8 A - therascreen KRAS RGQ PCR Kit -8
PERET

AH SR ERIUEZ (BIR#EH KRAS Assay Package ##8) T#F therascreen
KRAS RQG PCR Kit B RGQ #HE R A 2.3 $ENT(E FFIERAT -

—REEER

o HRHFTHRAIMEL - H2R T BEEURIZHEAIEL, -

o ARIEEABFNBEAMDIEESY - F2RIEE T HRFET © DNA BEARRHE ) 1 T
TEREFF - KRAS Ze8tal , -

B+ BRI SR

FERRLART - B KRAS A IR E 4R - BEARHERIZEERF LR ERS AR -
(Eg

TERSBEIRAER 32 -

32 EHRSH
ER BE S| EORHER
1 95°C 15 4348 i
95°C 30 f i
40
60°C 60 b EfEe

1. FE#$EE| Rotor-Gene Q MDx 5plex HRM G BSHY S0 AIER IS - %W N s FfY Rofor-
Gene Q Z¥IEHE 2.3 MASE R - FEHURAY " New Run | i) g s
FAdvanced | (&) 24 -
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2. MIFEILHEMN > #—F TEmpty Run, (ZZEE) - R&E—T "New  (FrHg)
PU#EA TNew Run Wizard | (#riEiEiigeE) -

3. fE T72-Well Rotor | (72 LET-) {FAM T4 - HERaE BT » ARk i
"Locking Ring Attached ; (#EFBIEMEE) Ji#E - fi— T "Next, (F—#)
([ 21) -

Welcome to the Advanced Run Wizard!

Skipwizard | Cor ) Hewss

B 21 : "New Run Wizard ; (FrE{THEE) BEEHB - 1 = "Rofortype | (HEFMEA)
2 = TLocking Ring Attached | (ZEIEEERE) Ji88; 3= TNext;, (F—%) -

4. B ARR(EEAIES o B E AR ERE R B A 25 - FEfR T Sample Layout
(BEAAR) MfesE "1 20 3, FE - % —F "Next, (F—%) (E22) -
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Mew Run Wizard g|

This screen displays miscellaneous options for the run. Complele the fislds, This box displays
L help on elements in
chcking Mext when you are ready to move to the nest page e wisaic Fos help

on an item, hoves
Vour mouse over the
wem for help. You
can also chck on a
combo box bo display
help about its
available seltings.

Sample Lavout s *

SkipWizad | <<Back |  Mesty» |

B 22 : Sy ASREE ML BRI IERERE - 1 = "Operator , (¥fEH) BEEHHRMNL ©
2= TNotes, () BsE MM 3= Reaction Volume | (ZIERSTE) f#fir
= Sample Layout | (BEARfGRF) 5= "Next; (TF—2%) -

5. $#—F "TNew Run Wizard | (¥rEElEeE) e (B 23) iy " Edit Profile | (4g#E
Hhag) > WHRIE DL T PR ay & R e R 4R -
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Mew Run Wizard
Temperature Profile -

X

Chck: this button to

edit the pofie
shwn in the bos
above.

Channel Selup
Name | Sowce | Detector | Gain | Cieate New.. |
Green 470nm  510nm 5 Edt
Tellow  S30nm S5Gnm —J

Orange  585nm  610nm
Rad B28nm  EEDnm
Crimson BBOnm  710hp

HRM 4EDnm  510nm Ragat Dafaults

Edt Gain_ ..
Remawve

=4 == N

Gain Opbrmization.., L

SkipWizad | << Back Hesr |
23 : ¢RERHRLR -
6. —TF Tnsert after; (Z#%fEA) - W#EHE "New Hold at Temperature | (¥rff
Fiof) (8 24) -
M § it Profite &
AR . | w
hasaw ODEn SEe AT HeD
'Ihunnu.lldfmminﬂnhﬂln(o‘rﬂllbomdete.Thqﬂbﬂnﬂuﬂmﬂumwbﬂpﬁ:ﬂmﬂ:
Clek 0m b cpce bl by ol i ©
= 1
5] hewhe 2
Cogry of Cusrerd Stap
24 . FHAYENESEE - 1 = Nnsert after ; (7% A ) » 2= "New Hold at
Temperature ;  CHrpRIFRME) ©
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7. # "Hold Temperature | (fREHRME) AIVEIESE R 95°C > THold Time | (f#
FiHE) MAfrEeE sy 15 minsOsecs ; (1547 0Fb) - #—T Mnsert After ; (1%
A - AREEHE TNew Cycling,  (#ifEER) (& 25) -

M Edit Prafile X
= 5] =@

d e
ey Open  Swve As | Help )
The sun vl take approcsmadels 16 menulels] o comgplete. The giaph below repeetents the i bo be perfomed |

Chck o & cjclke bak 1o modiy

Inzest belore...

M Hokd ok Temperaturs
FOMOYe sy HEM Step

Hold Teespatshes . g5 J'C Copy of Current Stap

1. Hokd Tirme ﬂm 0 |sacs

B 25 : 95°C ¥R K ESEE - 1 = "Hold Temperature and Hold Time |  ({£FF S B AI{RES
) 5 2="TInsert after; (Z#¥EA) : 3="New Cycling, CHfEE) -
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L’:

=1

8. RHMEEREEBELEFy 40 « BEHEEUEER T95°C for 30secs; (95°C f7fF 30 #0)
(& 26)
M8 Edit Profile X
@ . 8 2 cl
e Open Sawefis  Help
The: rum vl take appiceamately 38 mentedz] 1o complate. The graph below represents the nan 1o be perbotmed
Chick on & cychs Delovs o moddy it ©
x|
B 26 : 95°C 18P ER - 1 = ' Cyclerepeats , ({EEREEE) L 2=5—F 1 RERE 3
=8 IFRHRGE -
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9. BHEFETHAGLER T60°C for 60secs; (60°C {REF 60 #b) o ADiEFE f i —
T "Not Acquiring ;, (“RIEHL) BUAERHER (& 27) -

8 Ldit Profile %
a .. - @
Hew Opsn  Save fs | Help ) ) )

Thie rue vl lados appeos by 125 mirwite(sh b pete: The graph belos reprazents ths un o be perfoimed ©

AR

Chck: on a cycls below to moddy it

Held et ahter, |
ngqlﬂblfm..
Romove r

This cycle sepeats 40 | timels]
Click: on one of the sheps below ba modiiy i, or press + of - fo add and remove sbeps lor thes cpcle

A o 30 secy jj

7 1
T for 20 sees

\ oo ]

o)

BB 27 : 60°C BB - 1 = 5525  JRREAIGRTRRE - 2= "Not Acquinng, (REHD ) -
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10. 1£ "Available Channels ; (TfHiE#E ) 55 Green fl Yellow » FfE—TF 7> |
BHEENE T Acquiring Channels | (FREEHEE) /B8 - ##—T TOK, (HEE) (&
28) -

Same az Pravious : J[New Acqguisition] ;I
- Aoguizibion Configuration ;-
Ayalable Channels ; Acquinng Channels :

Narme | .l.l Name |
Cimson reen
HRM < | vetow 1
Drange
Fied «

To acquie from a channel, select it from the ligt in the left and click >, To stop acquiing from a
channel, select it i the nght-hand list and click <, To remove all acquisiiions, click <<.

Donthcqure | Help |

| Dive Chart >

Dye Channel Selection Chart

AF0nm  |S100m  |FAMY, SYBR Gieen 14, Fluorescein, Evalireen ', Alexa Fluor 468
Yellow  [530nm |555mm  [JOES, VICY, HEX, TET, CAL Fluer Gold 5404, akima 'Yelaw
i |588nm [B10nm | ROXY, CAL Fluor Fred 610, Cy3.5°, Tevas Fed ", Alexa Fluor 5681
E2Snm |EBOnm | CySY, Quasar 6704, Alexa Fluc 633%
E20nm | 710hp | Quasar?0SE, Alewa Fluor BED
460nm |510nm  |SYT0 99, EvaGreen®

B 28 : £ 60°C fEIRBReE -
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1. BEEE = — T - kR - 42— 1 TOK, (HEE) (& 29) -
M Edit Profile

P S | @

Pl Open SaveAs  Help
The tur il take soproimately 135 minukels] to complete. The graph below repratants the 1un 1o be peilormed

[ A e

x]

Chek an A epele beltw b maoddy i
Hald el affer...
[nsail beloe.

Remave
Thiz cpcle repaals 40 [ mels]
Chck on one of the: sleps below o modly &, or press + o - 1o add and 1emove sleps for this cycle

Timed Step - Ll 2

70 HERC fon 30 seex

20 eaconds :
Acguing bo Cyclrg B T for 20 4acs
on Green

F Lona R ELRC fioe 50 secy 1
[ Touchdown

B 29 : BUMESBE -
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12. £ F—ERET - 5T " Gain Optimization ; O¥zimkfE(L) (@ 30) -

New Run Wizard [E

Temperature Profile [This bos displays
help on elements in
the wizard. For help

on an em, hover
wour mouse over the
itern for help. 'ow
can also click on a

combo box Lo display
help sbout it
available settings.

Edit Profile ...

Channel Setup :

MNams | Source | Detector | Gain | Creats New... I
Gresn 470nm 510nm 5 Edi
Yelow  530nm  555nm 5 e
Orange  585nm  610nm 5 Edit Gain...
Fed E25nm  BEOnm  §
Crimson  B80nm  7i0hp 7 Remove
HFiM 460nm  510nm 7 Resct Detailts |
1-
I [Fan Optimisation... I
Skipwizad | «cBack | MNewt»» |

B 30 : T Gain Optimization; (G¥zs&EtE)
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13. ##—F " Optimize Acquiring ; (HfE(LIRE) - BBEIBTREGEEEREERE - H—
T TOK, (HEE) DAz isto et (E - (& 31)

Auto-Gain Optimisation Satup X!

— Optimization

% Auto-Gain Optimization will read the fleoresence on the inseted sample at

different gain levels until it finds one at which the fluorescence levels ae
acceptable, The range of flucrescence you are looking for depends onthe
chemisty pou are perfoming,

Set temperature to i 1] j degress.

Dptimise Al IuEﬁnmA@" : 1

nuto-Ga'in Optimisation Channel Settings

Channed — Channel Settings - =
|-— Channel : Green Tube Position - |1 =i

TagelSamplefange: B ~{Fluwpte[10 R

Acceptable GainFlange: [10 =} o [10 = emove

o R

B 31 : &EiEEM T Auto-gain Optimization | ( B8bEsREL) -
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14. 77 T Perform Optimization before 1st Acquisition | ({EF—EREFTHITHRER)
Ji¥R > RiEFE— T TClose , (FARA) RO EMHEE (8 32) -

Auto-Gain Optimisation Setup

Oplienisation :

T Auto-Gain Opbmizabion vl read the lucesence on the ingerted sample ot

-"-.. different gain levels untl # findt one at which the fuorescence levels are
acceptable. The range of fluoiescence you are looking for depends on the
chemistry pou are performing

Sel tamperasture to [_—jdam
Optimize Al | Optimise Acquirng |

1—-EPurqmu Frsation Beloee 130

I™ Perfom Dptmisation &t 60 Degrees At Beginning Of Run

Channel Settings :
| =] _I
Tube Postion | Min R MaxR Min Gan | Max Gan
G 1 5F1 TO0F1 10 10
Yelow 1 51 10F] 10 10 _E_J“""”

Femove Al

B 32 : WG e IR EEE -

15. #%—7F TNext, ("F—#) - A&fE—T "Save, (f#fF) FHEREEFEEENMLE -

BRIEER - BARHE (F8D
REREREFF AR RGP Ry 2 B0 AT DNA > JEAE KRAS ZE8 34 Z BIshfT -

o R THRERERF ¢ DNA BEASHE | AUsRIASIHEEA -
o fRiE T E{EFLRE : therascreen KRAS PCR RGQ %5E | MiHEH » £ Rotor-Gene Q
MDx Splex HRM {5 _F/#17 PCR #HifE -

o HEESER 1% o MRS T EEARHEE RO ) —EIRERII AR -

104 therascreen KRAS RGQ PCR Kit {# fHziHH 08/2023



BERRF © KRAS Ze8 il (AT
AEHBEEASHEEA T TR KRAS 2882 -

o (R THERETERE ¢ KRAS Zesstaill | AUEREHBLMEEEA -
o fE#E THE/EFEF | therascreen KRAS PCR RGQ 3%7E | HYERHH » £ Rotor-Gene Q
MDx 5plex HRM 777 PCR 3§ -

o EESER 1% o MRS TKRAS ZEEMRIIIT , —EIRVEREA AT E R -

EVEFEF | therascreen KRAS PCR RGQ #B/E
1. BRI Rotor-Gene Q ZFI[#dg 2.3 FIEIZHIMHIE R iR -
2. RE TEMERRT  EODRSHAR  BEIRE R -
3. FECREZIEMEAVET - A% 2)EE T Locking Ring Attached |, (#EIREICERE) 78 -
f—F "Next, (F—#) (& 33) -
New Run Wizard E

Welcome to the Advanced Run Wizard!

Fiotor Type

|72l Rator
Raotar-Disc 72
Rokar-Disc 100

2- W Lacking Fing Attached

c¢ Bach Mewt =
_________________________________________________________________________|
33: MNew Run Wizard | (HESSE) HEETHRABGIRIR < 1 = "Rofor type, (T
A1) ;2= Tlocking Ring Attached ;, (FEIEICERE) J7E 5 3= "Next, (F—) -

Skip Wizard
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i ABRIEEIIES - BT EI#EE - #E52 T Reaction Volume |

(RIERERE) EfE

F5 25> H "Sample Layout ; (BEAME) ffises "1 2 3 FE - T

"Next, (F—#) ([&34) -

Mew Run Wizard

clicking Mest when you are ready to maove to the nest page.

Thiz zcreen dizplays miscellaneous options for the run. Complete the fizlds,

help on elements in
the wizard, For help

This box dizplays

Hpaeatol HAME i mouse over the
" . ibern for help. vou
otes: can alzo click on a

combo box to display
help about itz
available zettings.

Reaction o5 =l

Wolurne [pL) I =d

Sample Layout I1, 2.3 _ﬂ

3

Skipwizard | << Back

B 34: "New Run Wizard ; (FrEfTREEE) $eEhsd - 1 = "Operator, (#(EE) I
"Notes | (#:#) fHfir ; 2= "Reaction Volume | (KJEREFE) fi1 T Sample Layout | (4

AR M6 3= "Next, (F—#) o
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5. ETEHRETRFTABETE - ERIE T EEER - BIDRRE G ) TR
JRERTAR o SEFREITRE - 2T "Next, (T—2) ([E35) -

New Run Wizard

Temperature Profile This bax displays
help on elements in
the wizard. For help
on an item, howver
your mouse over the
itemn for help. Y'ou
can also click on a
combo box ta display
help about itz

= = available settings.
Edit Profil ...

Channel Setup :

Mame | Source | Detector | Gain | Create New... I
Gieen 470nm 510nm Edit
Yellow  530nm  555nm
Orange  585nm  E10nm Edit Gain..
Fed E25nm  B&Onm

Crimzon  B80nm  710hp Remove
Fieset Defaults

~4 ~J M A enen

HRM 460nm  510nm

Gain Optirmization...

SkipWiead | <<Back I [ : 1

B 35 "New Run Wizord ; (NFESRAEE) SHE/msefbRReRIEEEE - 1 = "Next,
(F—%) -

6. FEMZE > AKIL—F "Start Run, (BRLAEE) DUEEEE5afE 0 10 ([

36) -
Mew Run Wizard @
Summary -
Setting | Walue
Green Gain 5
“ellow Gain 5
Auto-Gain Optimization Before First &cquisition
Ratar T2 ell Rotar
Sample Layout 125
Reaction Yolume (in microliters] 25

1

Once you've confirmed that your run settings are corect, click Start Run to Save Template
begin the run. Click Save Template to zave settings for future runs

Skip‘Wizard << Back
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B 36 : TNew Run Wizard | (FriEfTHEER) $EEHB - 1 = "StartRun | (BitaEE) -

HeE - EEERGR ¥EE’J¥E%’H#55T WA DIBRAE I ABEALTE » S —T
"Finish ,  (58R%) MAFEE AR A B EEE "Sample ;  (BEAS) HedtEr T A » 51T
EHHESERY 2 1R -
WIFHE—T "Finish and Lock Samples ; (SERGIESHERA) » BlAFRREEEAS
T o TEli AREARSIRES - FERIAI/ VO DARECR (EHEATRE AR RIFI 4T -
sk - Ed AR - "TName, (#478) BlHAYZZFLIERT 22 -

EESER % 0 S TERASHEE R T 80 TKRAS ZEERRII T, —&T (BRI
TE) Gyt -

WRFHEEEHRE > £ Rotor-Gene Q #EHEfEZ 7 — T LEY| LAY "Reports ;  (#
%) B -

108
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EHRFE (FED
RS B SR BIRSER  (RISIL TIRIF 7k -
WAS T HTECE

1. ] Rotor-Gene Q £:51##G 2.3 FIRUHEIEZ -

2. R TIEE Y Bl RGARA > #—F TEdit Samples , (4R#EfEA) -

3. f£ "Name, (&%) flrhf ABEAR AR -

4. f—F "Analysis; (5347) < fE53HTEIE > #%—F " Cycling A. Yellow | DI#E HEX
Viibi=i

5. #—T "Named On, (BEfi%) -
ek - B DR LN R EE ST -

6. #EfE TDynamic Tube | (BhEEsRES) -

7. ¥EE TlinearScale | (4@ifER) -

8. #—F "Outlier Removal |, (EEEHEZER:) Mk "NTC Threshold ; (NTC RE{E)
firgg A T10% ; o

9. IHIEZE R 0.05 AikyE HEX CT {4 -
10. 7E53HE » #%—F " Cycling A. Green | &R FAM i -

11. E% " Dynamic Tube | (EhfEslE ) KHEER - #—F "Linear Scale | (4@144Z
fE) -

12. #—F TOutlier Removal | (BEEHEZEER) Wk "NTC Threshold ; (NTC R{E)
firg@m A T10% , -

13. RIRAERE Ky 0.05 Wi d FAM CT {H -
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BEATFRE IR

B R o3 AT
#2518 37 1Y "Run control analysis ,  CEREEEIE3HT) LR -

o [aM-$HHERAH ¢ BEERNIERGRIAGE » sl IR IR A S E AR 40 1Y
Cr 18 - BRI 2 IERE » SilE - NTC BrayisisE /8T 31.91 - 35.16 i
A o FEEAVEFESE S S EFE NI B 2 s -

o [EMHRAE - 17 8 fEiHlT - 4ktimiE [ KRAS [5MEEE4H (Positive Control » PC) &
AHY Cr EVETE 23.5-29.5 N - f5ERVEEIEE L E#IE AN A & ENE - 1t
HlE 2 SN EFR IR HIES E HIR IR - R Ry -

ML - RIS AT RS IR A E R - RIS E R BEAER -
AR IR AR SrtiliE e EREA Cr EATE 21.92 - 32.00 #EN - a5REE
AR EHREE 2SN > RIS LU R A fE R -

BT — BiatHl

o BEAEIAMM Cr<21.92 1 B Cr<21.92 AYHANEETIE - BRE R RERER
MR FIR « BRI KT REHEEE - BRI A BB RS L
Y IR ARRR S Cr R 1« URHEABEIT 21.92 - B TIRITDLREIRALRE
A (KRAS ZE8t0fl) RIS, - HEGFISURIL P HR AR K. (PR SRR K
[Dil]) ikt -

o BEIARBIRN Cr> 32 : HMEMEIEEA - B DNA SR AR B E DU
G SR B A 2
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KRAS ZE22 13T

AR o AT
#2659 "Run control analysis ;  CEREEIE 347 ) kel (& 37) -

o [EMENIGMN  RiElRNIERERIHITE > GtilE FRER NI GELERR 40 /Y
Cr {8 - BiEfrEGE e IR - SmiEE b NTC BURiyiEg (0 81E 31.91 - 35.16 &ifFE
W - fEEAVEIEEE L EEE N A S -

o [EMEBIIEAE © #£ 8 fElg I - kaimiE - KRAS 514 %840 (Positive Control, PC) FE4:
iy Cr [HSAE 23.5 - 29.5 &EN - f5ENEREELEGRENI A2 E0E -
B2 SN E R IR e R R - (R LaE ey -

ML © AIRIE 2 TR IR A E R - AR E R BEAER -
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[Edise gt
FAM C; .

FAM Cr j&75 <40 7

\ 4
[ Es

=

T

— Y

SRS R R 8

I L PIET
e

AR

[ElEESpEtc]
FAM C; {

7]

b
F

MRS

12ALA FAM C;

£ 23.5-29.5 = R

o

ey
=

el

[ 37 - SR TAEREE

4Himi
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ARSI
#EH25E 38 1Y "Sample analysis ; (AT FifZE -

BABE FAM CT {5

WIS IR AR R RS R A Skt E B EREARIR Cr EJE 21.92-32.00
HE -
ARBEANLHLHEE 251 - RIS DU R AR -

o AR Cr<21.92: B8 Cr<21.92 IEEARHEHZE S I Sl DB THR
B o BAER/KPraliE(E2Es » REESHIBRADACIBRRLUSE Dl guEn - (s
TR Crogin 1 - FECE BRI iRty /K (MRSt EEREK [DIl]) Mikeke
A o FENLHTHY PCREEDIEEAIEEA - AR EE PCR EEIRF - RITEHHY FFPE U]
R ERHUEA - SEHTHY PCR EE DU AR Y - A0S > AVEE RIS e -
WAL I TOEER A R A AES R - HIBEA B AT HEE 2 EIRRE - FEHETT
T HIRGH -

o BRAHRMN Cr> 32 1 HEEIRIEETE - KR ATRESAMR R RR (E/K PR ZEEE -
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HEASE
FEAHIR FHRRE FAM G [ ETE s RS T
FAM C; (& 21.92-32.00 il A ? FIRRHE— AR
HobE e H
FRAPIETE AR [V,
e TERHAI HEX G R < 31917 e T .
=
TV Ry HEX S 1
{Efal kR HEX C; &£ % > 35.16 2 e TS R -
HieRiE s
=
. o R FAM HEREEE R
AR F{EZESE FAM G L ELE - o
FAM C; (& 00.00-40.00 ﬁlﬁﬁiq 2 SP SHE 37 (F8aE)

Fi1% 85 B

/I\Il:'
v
U Ry FAM JH 1

v

g EZEEH ADC: &
ADCr = 28 C; - il &

'

Ltz ADC ERIZEEER M E
SR 87 FI% 24

LA ADC: {8 REEAERRAIEN
ADC: il Ay CHMBTE) 2

ZEEMRI U] A /)N ADC: #Yy
KRAS 24

38 1 BEA D LIEIE R -
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FEANERE i Ize s 5 0 HEX CT {H
FHSRE 38 7y " Sample analysis ;  (BEA 3T ) JiiRE -

DRI R A FLETT /AT - TSR BT IR LT E A HEX (595 - A 3T ATAE
&SR -

o RPN Cr P ELEAHIE (31.91 - 35.16) PY » Il HEX s -

o IIRPNHBHIM Cr BRI (> 35.16) il HEX ittt - R PCR
DB AR - AN PCR MERIIEE - SAUEHEHY FRPE DIF (24 (EEJF ) e
BEAR © SEHTH PCR DL REAEN S A - 0RAER0 > S O - IR
BEATEILBIF (0 4B % U R » B WRE B RIS BIRAS © R IEHE (T —
SR -

o SPYHRHIE Cr EHEIEE (< 31.91) » HISER - $5 CRC B4  MIBHA (4
(I ) SEERAIET B0 T IEHEIEP - HIARTEERIUE (THIE - $15 NSCLC BEA » 3%
By PCR EMLIE NI - 3B PCR EMLIEMIA N - MREH PCR &
FIAERC  SRUEHRRERY FFPE DJF sPAEUEA - SEAREY PCR MEMLUBBIBFREZEE B -
SRS+ SN AR - AL IR AR S R R AR
RORHEEAIZEIRGE « R IEHE TP -

FEAZe s g0 FAM CT (B
fEEIEZE 33 YAV EZETE 7 (bR IERERD) FAM {E -
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33 BARBRIETEZE (FAM)*

| HEZ Cr #lE AC Hile
12ALA 0.00 - 40.00 <8.00
12ASP 0.00 - 40.00 <6.60
12ARG 0.00 - 40.00 <8.00
12CYS 0.00 - 40.00 <8.00
12SER 0.00 - 40.00 <8.00
12VAL 0.00 - 40.00 <7.50
13ASP 0.00 - 40.00 <7.50

* R (E FEAE R A E N M B i SRR E

o 0 FAM CT (LR BUEAITEEP - B FAM BRI -
o 0 FAM CT SR REIREE A - AL FAM BEER1% -

1 FAM SIS IR » B TR ACT (> ERZERAIENY Cr (A4
1 -

ACr =% Cr - $#4 Cr

SRATIAY AR - LEEEARY ACT [HELEESRE (% 33) - MECREHERAIER 7 IEMEHEERE -

ESHE R TEm i % (BRI E ST i e R Y B E A DNA £ ARMS 5I7HYRr SR E9RFATEL - A0
REAR ACT HERETUE - ARZEARE R seE T HURIE AR RRIR -

HNEFEEA - BREEREGLOREER R TRllRZes , T RiEzes ) = "
B SRRV AR |
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HHEIZE

o FAM A B ACT RSB EETHE - AFMMEIS(B2ES - B8 E BA R
AC {ff9ZE% -

FAATIZER

o FAM fERIHEE AC I ERFHE -

o FAM fE Fsiate L HEX (i) i rumst: -

o HEX (PUEBHIRH]) sy -
® FAM fatl Ryt H HEX bl Rofath: -

$ffy NSCLC BEA > IRBEATE—(EHVE T HEX bl 22t - B —slET FAM RN E
Btk - HIEE R PCR S EREA - WIREHE PCR EESER - S5O FFPE 15
EEHUBEA - SR ERTHY PCR EE DU G I ZEH) - QSR AUEEARIIEES —JEEH - 40
REEATE TGRSR CH E A ARIEER - AR AT HEE SSRGS - I BT
—HHIRRA -

o UISRBEATERE—EEE A HEX SRR FAM SEII5ME - A TARRIEIZEsE | 45 e
WA R AR - SERTHY PCR EE DI EMREARMN - (REHE PCR EEER - SBI0HTEE
£y FFPE U] thZEHUEEAS - BB HTHY PCR ZEE DU AR RN BEA - AR - 35
MR UG - MRBEAERUEF IR G A REER - RIBEAWEEE B A EERY 282
RRE > A IEHETTHE P AR -

o WIRE R HEX (PNESEHIRED) 55 ARG AZE ISR - SREHY PCR #Ei
IR A M - AISREEHE PCR EER - sH{ICHTERY FFPE U)R thZEHUBEA - 3CEHT
Hy PCR LG HIT IR AU A » QOFIERY - SFEREE KL » WIRBAAE LLE
FRIGHGHARER - AIEASEUE H A TEEHIZEEIRAE - FEEITHE DA -

IR
BT 2 S ESVE TR (% - IR BEAVZEESIRAS > WINPT -
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o WRAEIZESE | 7 ISR IED A (RS A  WTARNE S EEE A
BN ACT {72 -

o SRIHTIZES | A 7 (BRBRIET Rt -

o N HHEBRERBY - B—ERSEEBRLE R

#5E : therascreen KRAS RGQ PCR Kit Al DNA BEART KRAS EER R Zes - Eig
ARG R RIS KRAS SERE0 - JEE MM — (S22 - ARRIEI S (H5E 2 - HITE
i BRI A Cr {BIZE8 -

FEEX N ME P RE S AR AEZR B N E 2 [ » I - AR RSP 12ALA 288 —
fhZe S R et ATRE EE AP IEAE R - iR A ARMS 5Tl AR AR50 Hofh 22 8 - 40
RP ez Bt ME LGSR - AR RERACUNNE - CACHRFE BB - (HIE L EN
RER -
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b5 B @ 2258 therascreen KRAS Assay
Package #ris

REMmAREL Rotor-Gene Q MDx 5plex HRM F1 72 FLETHEREC (ST - therascreen KRAS
Assay Package BEEDIERE (Em4msE 9023675) 24t -

therascreen KRAS Assay Package kB4R 7 www.giagen.com FHYHHE therascreen
KRAS RGQ PCR Kit Em4dH Nk - FEETFE " Supplementary Protocols | (7
TER2F ) 248 THY "Product Resources | (FEMER) Hh5HE] o bR HIE(FER St 7T 2L
HHE ETHE -

A HIEEEE R " therascreen KRAS CE QC Locked Template | (therascreen
KRAS CE QC $H7 4K ) f1 " therascreen KRAS CE Locked Template ; (therascreen
KRAS CE S5 ) -

fisk : therascreen KRAS Assay Package #iig HsEELAHIERY Rotor-Gene Q WigHA 2.3
ERCE R > X6 AL B therascreen KRAS Assay Package ffiAs 3.0.3 (QIAGEN » 4R
5% 9023675) o MRS LZEEIERERARY Rotor-Gene Q #iig - A& fF %4 therascreen
KRAS Assay Package #xgs -

Ry CT#ED

1. & www.qgiagen.com FAYHEE therascreen KRAS RGQ PCR Kit 24 E T
therascreen KRAS RGQ Assay Package #kis -

2. P MEZE DR N Zip A5 AR BRAE R T HIREEK -

3. W N therascreen_KRAS_Assay_Package_3.0.3.exe Fiiazess -
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2 Obk)

1. ETHE QIAGEN BB (LAY BLAT 224 Rotor-Gene Q #ifs (L E30) AR
therascreen KRAS RGQ Assay Package CE CD -

R4 3.0.3  Em4RTE 9023675 ©
2. {f#ifiEE Rotor Gene Q MDx Splex HRM f&asHyFEac AU £ - ROCHTTE ACHER -
3. ¥ T therascreen_KRAS_Assay_Package_3.0.3.exe &
therascreen_KRAS_Assay_Package_1.0.12.exe FiiaZe4E -
GASIE TR -
4. $—7 "Next, (N—) 44 (& 39) -
[ {8) Setup - Rotor-Gene Q therascreen KRAS CE Assay Package | -

3]

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

This wil rstal RotorGene Q therascreen KRAS CE Assay
Package 3.0.3 on your computer

R is recommendied that you cose 3l other appications before
continuing

Cick Nexd to continwe, o Cancel 1o et Setup

~ ]

B39 : MSetup, (4845) BEEMBE- 1= "Next, (F %) -
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5. B33 license Agreement | (#fifipsh) Biet PR R AV R - 2% "1 accept
the agreement | (F#EZHE) HEE - #—F "Next, (F—5) 448 (8 40) -

19) Setup - Rotor-Gene Q therascreen KRAS CE Assay Package [
Uicense Agreement .
Please read the folowing impotant information befere cortnung L

P 4

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

Ucence Agreement -

1. In the folowing "Qiagen” refers 1o Qiagen GrmbH and ts afilated companies and
"Scftware ™ means the programs and data supplied on this physical medum feg. CD-
ROM) or over the Intemet with these condtions. (F you are unsure of any aspect of
this agreement or have any Questions they should be emaled to

isuppot @gagen com ) The Scftware and any accompanying documentation have
been developed entirely &t prvate expense. They are delivered and Icensed as
“commercial computer software”

2. Ucence >

Iolmh , : 1
160 not accept the agreement

[ <ok [ teot> H—Gmes—tt—2

4

B 40 : Tlicense Agreement | (¥Z{EEE) BeE ¥ - 1 = "lacceptthe agreement | (&
2k ) Bk - 2= "Next, (F—#) -

I B BbaLa -
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6. TEmASHY "Setup, (Z45) WEGH— 1 TFinish , (SEE) BHZEESHEEE - (B 41) -
16! Setup - Rotor-Gene Q therascreen KRAS Assay Packag = =] 3 |

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

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

Click Finish to exit Setup.

B 41 : SERAEE -

7. E¥HEIER - " therascreen KRAS QC Locked Template | #i1 ' therascreen
KRAS Locked Template | B EEHEKT 5 B4 sl & B~ AE s - -
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L=l

EE i

NEY)

EERLEmSE

therascreen KRAS RGQ PCR
Kit (24)

therascreen KRAS Assay
Package CD (version 3.1.1)

Rotor-Gene Q Mifit#:

Rotor-Gene Q MDx 5plex
HRM

Rotor-Gene Q MDx

Loading Block 72 x 0.1 ml
Tubes

Strip Tubes and Caps > 0.1 ml
(250)

Strip Tubes and Caps » 0.1 ml
(2500)

24 RIZHE < 1 (ESERH ~ 7 (Hzess
Tl ~ B MESAE4E ~ 7K~ Tag DNA
=y

B therascreen KRAS RGQ PCR Kit
5 72-Well Rotor #y QIAGEN
Rotor-Gene Q MDx 5plex HRM {#
PETL G R AR (IR P s

Real-time PCR &4 FI= BT RERIME
S BA S (HiEE (%6 &
@ fBE s 40 EALE) AN
HRM 878 - S50 AVEERY - #kBg - i
% B FNBERERAT > R

BN

Real-time PCR &4 FI= BT RERIME
S B S (EEE (4 &=
& 8~ ALEFEALE) > M
HRM 878 - S50 AVEERY - #kBg -~ i
> R 1 FERRAEERE DA
T~ ZHERIEE|

‘%ﬁ 72 x 0.1 ml HEMSREE - (R
B ETEE T TR ST

250 {@E 4 #HE - DU AR 1000 %
S FERYE

10 x 250 fiél 4 #HPE > DU AR
10,000 X7 fEH T

870081

9023675

9002032

9002033

2018901

981103

9281106
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BE i REY EE iRt

QIAamp DSP DNA FFPE Tissue Kit — for purification of genomic
DNA from paraffin-.embedded fissues

QIAamp DSP DNA FFPE 50 Zx DNA Z1f © QIAamp MinElute 60404
Tissue Kit (50) /NVEE ~ EEEE K~ FEDRFINEGEE
(2 ml)

AT BT AR AT B AN EE AR R E Y R B > 5E 2RI % QIAGEN mAILA (s A Tt
HFM - QIAGEN SXIH (8 FI F- A {5 7 & T =l 48 www.qiagen.com T3k > =/
QIAGEN i s B sl (v sth AC S s 2 AL -
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HESTREAZRC R

R2, June 2022

(53] i 2L
R1, May 2021 Initial release for AU

Adaption of insfrument name from Rotor-Gene Q MDx to Rotor-Gene Q MDx Splex
HRM to align with name on the instrument label

Updated the Detection of KRAS mutations protocol to include additional step in
preparing master mixes

Corrected values in Frequency and 95% Confidence Interval columns in Table 9.
Updated CRC overall agreement percentage from 96.4% to 96.82%

Corrected values in LOD Cys column in Table 14

Corrected the therascreen KRAS Assay Package version to 3.0.3

Updated this document all through-out regarding the availability for download of the
assay package af www.giagen.com

Revised catalog number of QIAamp DSP DNA FFPE Tissue Kit

Added a note throughout the document regarding actions related to flags for
NSCLC indication updated to ensure correct functioning of the kit

Added a note throughout the procedures in this document about correct reagent
mixing

Updated General precautions section

Added a note for correct placement of Rofor-Gene Q MDx Splex HRM instrument
Added a note regarding the use of dry scalpels

Updated Protocol: DNA sample assessment to add additional important points
before starting

Updated Protocol: Detection of KRAS mutations section to add additional important
points before starting and a note for NSCLC samples to interpret several flags as
Invalid

Updated Rotor-Gene Q therascreen KRAS Assay Package flags section to add tables
to illustrate RGQ flags, their meanings, and recommended actions

Updated Interpretation of Results regarding actions related to flags.

Updated Troubleshooting Guide section to add tables fo illustrate RGQ flags, their
meanings, and recommended actions

Updated Limitations section to add information about NSCLC samples
Revised Performance Characteristics section to update data in tables
Updated DNA input and linearity section

Updated Repeatability and reproducibility section

Updated Sample handling variability section

Clinical Performance Section added

Updated Sample assessment data analysis section to revise recommended solution
for sample control assay CT of >32

Marking for European conformity added to Symbols section
Updated Interpretation of Results (Manual) regarding actions related to flags.

Updated the Protocol: Detection of KRAS mutations section to include steps on how
to prepare the master mixes
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