%185 0SZ2400522
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PRI ZFR: A EGFR/ALK/ROSI/MET/KRAS/RET £ H
RTWMXFE (ZERFE PCR L)
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EAER

—, BIEABHR
BTS2 R B e oA PR B
Z. HIFAER

BT i e X LB 39 5

=. ErcieiE

BT W X L B 39 5



BRI

— FEmmiEA
(=) =24 RRH

AR B IFEFANEL RNA ZLF B A4 Fn DNA 2L
KA,

RNA ZE ] G 6100 4 ik ik -8 36 LET KR 4 A(LET A).
LET #4531, LET #4631l LET #4 %B8. LET B4
B A fo LET FEMEXtPE A, LET #4630 1. LET 3# 48 R 11 4o
LET 3# 4 kB f TH A RNA ## 3k cDNA; LET R %
A(LET A)fn LET JR& 8 AR T4 cDNA 3 3 ml. PCR X
N B W4k T PCR8 B (LETA)H, 8EXE W RA & H A
W #y PCR RN, RNA ZHE@EARINHOTEFO~-®5F
FAM 5487, Q54 MO~® 5% VIC 51 H Nix, ¥
2 A K GUSB F F R 5F KB, A T 48 T RNA AR & o it 4%
THELRE, #Nk1fk 2.

DNA FE [& %8 % 460 4 ok, ok -8, 36 LET KB4« B(LET B).
LET jE&F B #u LET [H M %1 B8 B, LET X i % B(LET B)fn LET
RAEE B B TAEA DNA 380, PCR REK EHka & T
PCR 8 Bt (LET B)¥, 8 K€ Wi A& H 18 8y PCR K B,



DNA R E X Z#HIEHO~® 5% FAM ft ROX 5 KO 5%
ROX E 537, O~OFEMOFE VICETEN NIF, ¥
#j % EGFR. KRAS #1 BRAF % K%, T4 DNA #
AR E T 2 67 . DNABRARREH®FE FAM 1 ROX f&
TN, &Lk S,

1 BN & Ak

WAl &4 5

EX 30N

BEIKE

LET R B4 A(LET A) 5l 4. #4t. Buffer. dNTPs 12 %4/ 35 uL/AlL

LET R4 B(LET B) 5l 4. #4t. Buffer. dNTPs 12 %/ 35 uL/AlL
LET 3# 45 K | 5| 4. Buffer. dNTPs 280 /% <1
LET #4237 1 E| 47, “Buffer.. dNTPs 280 L/,
LET 3# 4% B A% S 16 pL/& 1
LET A& A DNA R &8 . UNG B 45 uL/ g1
LET jR& % B DNA R & . UNG B 45 uL/g <1
LET Fe 7t B A /& RNA 65 uL/%E x1

LET FHEx{PE B

i # DNA. 74 & DNA

250 pL/%& <1

% 2 LET R4 A 2R

g5 4 ik ik o B AR RNET
@ LET RR R AL ALK Z [H gk A FAM. VIC
® LET & f#& A5 ROS1 t [F g & FAM. VIC
® LET R AL A6 ROS1 # [ gk & FAM. VIC
@ LET JX R it AT MET £ A 14 54 B T HER R & FAM. VIC
LET KL A8 RET & [ ft & FAM. VIC




% 3 LET R M4 B 4K,

g ik B o B AR KA
@® LET SR Bl EGFR #:H &% FAM. VIC. ROX
@ LET AR i B2 EGFR & FH X% FAM. VIC. ROX
® LET 5 ki % B3 EGFR 3£ X% FAM. VIC. ROX
® LET R #& B5 KRAS 2k [F & 4 VIC. ROX
LET X k% B8 hh4% FAM. ROX

W AR A EFEA> TR

(=) EaBmE

ARRF & TSN 2 A 4E /N 48 g i (NSCLC) B
R I Ak B 4 32 (FFPE ) #£4 DNA/RNA # A K EGFR.
KRAS. ALK. ROS1. RET ZF R % MET 2K 14 54 B T
PR R AL, AR A EFELT R AH. Hd EGFR 3
19 5 4N B F bk % % An L858R X % 7 3 B B B AR A Ao
T WA SR Y T, EGFR & F T790M % & 7 A T
TR WA SR RO T, ALK JE 86 fr ROS1 2k [ @
&7 T s BRI W, MET EESNE T 14 BRK
REIMATAESER R BRAFEER F DB, KRAS
LB G12C KA A TAIKER X R E E R Ak R E E h o
Vi RET EE@EY A TE LS RRENFEDN. FARE
L WL 4.

S

[III[*

I




K4 PREEY TR A o AR T A e 2R A RO R B R e 25

oL, R A
B TR A EGFR 3 [ 19 541 8 F 8k Kk K % 0 L858R X &
FHBREE TN EGFR 3 [ 19 40 7 #: % % % L858R f1 T790M X &
LR IR ALK A g &40 ROSL 2 [ @t &
BRERK
MET B 14 54} B F BB K %
LR L (FRRE®) v RR
MR X R E & A
KRAS 2 [ G12C K&
BEREEN AKX
ELHRIRE RET X F &

(=) FRaiEas
0 Mk & .
(@) FRibiRE
AR F £ L NSCLC FFPE #£4K RNA Fit DNA 446 Tl xt 4.
RNA # 3l & i 3¢ % # RT-gPCR 77 & xf HEA RNA # 3k [ g
TR, HE FAM 5 518 7; RNA ZRME X E&HY
AREFFEEWRMIAF, FTHEEFRRNA FTEMBNE
Wi ¥ H VIC1E S 487%.
DNA # | &2 i it ADX-ARMS®H A 3 A DNA 3k F %
AT, B FAM f8 ROX 15 5 27| 48 = A 7 R A 5 .
ADX-ARMS®HA &4t x4 R & A #3514 7 B 28 R A U 5| 47,
PCR ¥ 3 Bt B T 5| 4 3R smiy At 5 R A AR T A BT,
ol A FE R EY O R R AR TS A A AR BT R A



X, Gl R AR I B A AEAR Y B A A, AT SE LA
R 2% A7 By A

A B PCR ¥ 3 R & Gl BE 2 & UNG B, ¥ DLig#%
e i 22 dU B PCR B o B9 J 6 e 48 T 5, A7 X [ 1 [ PCR
P v R 7 A R R

—. IRERETHT R #EiA

(—) TE2RAMH

LEZREMHHmE

FEFEAMREIET 4. 4. DNA B4 8. o 4 8. UNG
MEfo ANTP, X 8k B2 BOA R 04 40 7 Rk A%

BATIRITEE . FABZH L LW ERAE Ak, FE
HPLC #4i{t.3k7%; DNA RA&H. 4 %H. UNG Bf dNTPs
SR EATIN R R, ARG, WIEAR
St &= L O VA T v D - S = ) e i 3
T B

2.4 5 X B IH UL

WiFARIT T RENAYSF &, BERAESE LK
ZE . RERNRST EPEEESE R, BT HIABES
& dn N R AT RIR AL BRAN, B S 3 R ke KA AR
BT ks



FEE A 3162 3%, EHFERAETHE T AE LA
Fl Rk A2 B R AR R KA E KR G| #1563 XS F &
R I MSH . WHSF &L 20 X, 9 L AIEK FFPE
P RNA, 9 XA Iki JK FFPE A DNA, 7 4h 2 X471 4 4EA
HKEAHA (KTHE ) # RNA 2 DNA, #0Fk 5% &3k 51
X, AHERAETHENFARSIRT XA, FRESELLE
30 X, WM EESE B, B RE OGS E 5
=P

Pl e B T [E T B A R B, R T AR U AL AR R
] A 28 B9 T E AR

(=) AT LRRERERHR

HIE AFTIZ ™ i KRR R WA A HE PCR ROBLAAR . 4%
AR RORLA A2 o Fo B i S5 (R B9 50 2B f0 cDNA Al
AT PCRY B KM AR5 I AT 5.

WL ER, B T RENRNARZR. #iFAMRER
M EFRA AN EZETTZHNARER, HE T RN
EFETY.

(=) SATH R

FaaATE it A A TR ERE. RS, o
FrrtEs RIERAR., ZREREREARL. FEARXTH



WITATHY LB FAR R T £ 77 00 % b7 o 7038 RN E a9 e
WA FH

BT, A 3 Mk BRA S EEANA x4k
FoE R MM S A &R S S ATR N, AR B R
5% miFE R, WESH BTS2 4 100%.

A B B AL 3 Atk R IR A & A E LA B P S
& & AR S S BTN, PN A RN, HE .
Hi. B AR E. FE PCRGUE .. A EH: & Fo H A 5
B SR RN ERAFE 3348 100%, 00 E 7 7 BH 1K
F 5%.

(RS T PR 58 o, IR ACBE R A TR A% BR R oA e
' MR R Bl e AR AT R, KA 95% (n=20) #y[H
PEAR AR A AT, A0 R R R, R 3
A A & R ALA XA PR S R AT I E . & R (R 3
B WA S A bt 5 A 5 A F 6 e R AR
1T R ARAS M PR B 36 3E, 2 5o DL WA 45 o AR

AT R R B A S R RS R AT A R A R R
RETEFFI LR EA — R BRENEMENRET KA
NSCLC H ' WEFH XL KA fndf AKREHHALE ., #iF AR
Al 3 #ak Al & s X R AL #EARETRN, ERETHLRE XK



B, THRIERL T, UG KA 687 £ AR T 34 7
(8. —FR  Eal K. REa8. AWITFE. BEHE.
BARGH) . AREETHMR (MiTZE. Hl =8 iy
(BPE. BExwmZE, TEME. FFEER. RZER. BH
B, MEWBMA, LBRF . AET) R TR,

W R AR e RAE A A EAZ BR P BUK | & AT T AT 5
WIEGZ A e R KSR, #ELREIRAAN TR
M7 K

(¥9) FEMP BT 5

RE 4 1 W 8 e 5« 2% B 441 5] NSCLC FFPE £ (A F
L B A ) #1695 ] NSCLC FFPE A4 (Bl THFE X446
), R ARA EHATRIM, 25 it e R g FAM fa %

RN E FAM/IROX i Ct{i, JitH X %% FAM/ROX i &
ACtAE, Bt F i # THERAE (ROC) #1484 & A< 7= & 1y [ M
FIWAE TR 320 Bl RAF AR 3ot FEPE ) 7 (8 9E4T B0 3. ik 474
T FEAME W48 A% 5~6.

%5 LET R4 A(LETAFAM 15 5 4 R H =

LET @ ®" ®" @
RRL 4 A ALK ROS1 ROS1 MET RET
FH T X3 Ct<30 Ct<30 Ct<30 Ct<27 Ct<30
‘ Ct30 % Ct>30 % Ct230 =% Ct>27 8% | Ct=30 5% No
B >30 & 230 % | Ce30 & | C27 & | Cez30 &
No Ct No Ct No Ct No Ct Ct




*: ©OFfOF P E—% Ct<30 #, M| H3Ek ROS1 #L F gk A [H M, &M #§3% % ROS1
F B A A M.

%6 CLET K 4 B(LET B)FAM/ROX 1 5 & B | &
LET R L% B ® @ ® ®)
FHME A X R Ct{H Ct<30 Ct<30 Ct<30 /
Ffd;/l BB K R Ct{E 30<Ct<33 30<Ct< 33 30<Ct< 33 /
(%3 ACt Cut-off {& 10 8 8 /
I P R CtiH Ct>33 % No Ct | Ct>33 8 NoCt | Ct=33% No Ct /
FHME A X R Ct{H Ct<30 Ct<30 Ct<30 Ct<29
rRox | it B X R CtiE 30<Ct< 33 30<Ct< 33 30<Ct<33 29<Ct< 32
e ACt Cut-off & 8 9 9 9
I P KT CtiH Ct>33 8 NoCt | Ct>33# NoCt"| Ct>33 2 No Ct Ctzﬂj No
(&) RREMEAR
HE AT R SRR . EmR R . FMRERRAE
MAEARESEHTT ZANAR, B T ESHEGHTER

F= i BORE AR B 3R A B B
PRI, 3 M| B A TR T AT,
SR TR ik A B ) 3 M B RS VE R R

a
5

AR

SEH AR

AT
CAHT, TRERES A

Bb. AR B T K R
BRET, R

T, BF 45 5 A

e g

TTHR.

BT R AT E K,

M CEmRE

B . AR R Fo
B E TR 20+

3 & v B i




=. IERiEM Bt
FIF AL EER. WEEMEER. EEEMNAF
Pt & i A B e A v /R U B A K S YR AP B BE Be 3t 4 Kl R
58 Bk R AR U T R B IR B, (R R A e K e B R P O R
77 R SERT FHEE W BT ST AR R 3 A 2o R A

Za

W RFARBEIISERAGERESHETiE (=
RMF ) HATA RS, TR IR Sh 5 Wk 0 B9 I AR 0
Hbo
SR AT, NALEA] LLAR/ G i R B N E (&
ERE. B8, REE KM% ), HAXA N FFPE #K,
e R I N Rtk 3t 862 . H ', EGFR FEHE LA M
BT 5] %% 457 %] (.45 G719S R4 FHM 24 . G719A R [H
M 26 7). G719C % A FH 1 26 44 . 19del % 7R FH P& 195 4] . S768I
RATH M 61 4. T790M 274 [H % 75 7] . L858R % 4 [H M 135
] . 1L861Q 2 7% [H 14 62 l); ALK Zk[FH Bk & FH 1 106 #]; ROS1
SLE @AM 87 fl; MET 2k 14 S48 F BRER 2% fadE 91
.
RWERLF: EGFR EEXZ/RMER, MEFEF
99.6%(95%CI: 98.4%, 99.9%), [ |t &% 100%(95%Cl: 99.1%,



100.0%); ALK Z P am 2R, FHHEFE 3 98.1%(95%Cl:
93.3%, 99.5%); A& A% 99.6%(95%Cl: 98.8%, 99.9%);
ROS1 # FgtA MmN 4R, FHEAE%E 100%(95%Cl: 95.6%,
100%), M 542 99.6%(95%C1: 98.9%, 99.9%); MET A
14 SHETHRRRZRMER, HEMFEF 96.8%(95%Cl:
91.0%, 98.9%), [HMHFEF 100%(95%Cl: 99.5%, 100%).

£ 3t KRAS 2 G12C R7%, R RBEIANRITZRFH L
312 . o KRAS 2 F G12C XL MM 794, K4 R B 7,
KRAS # [ G12C REMWMEER, A 6% 100%(95%Cl:
95.4%, 100%), [ 4F&% 99.6%(95%Cl: 97.6%, 99.9%).

5 RET ZE A, oKX ANG A E F= 34541
M RET ZF g AR 934, RIER TR, RET g4
MR, TS ESF 100%(95%Cl: 96.0%; 100%), [FMH 4
&% 99.6%(95%Cl: 97.8%, 99.9%).

% W RARBARSN S Wi 5 BT R 15 Wk A 2
TR, TN REEMSWRAA T THBREEER R F
HER WA R fn L e R R B BRI BT I e

FHAZE R KRR &G RS WA #4T —
BMAF R . ONARFI3 BN R B, EERAMIEIR
RIGE R AE A, HEAXA N FFPE AR, H¥, EGFR X H



RN NA AR 341 4], H o+ 19del FHPERFA 79 4],
EGFR L858R i tEAE A 112 4], T790M FHPEAEAR 72 4] ; ALK 2
Al A N H B AR 328 7], [H M 98 ]; ROS1 Rt A
o AN NGt A 0 8 3 AR 312 ), [H M 84 .

RIWERET: EGFR ZEHRZHMER, MEHFEX
100%(95%Cl: 98.1%, 100.00%), A4 &% 99.3%(95%Cl:
96.3%, 99.9%); ALK HXEHE@AHMER, HMHEFEE
100%(95%Cl::96.2%, 100%), [A M /4 &% 99.1%(95%Cl: 96.9%,
99.8%); “ROS1 & [l & &40 M 45 R, FH EEAF & % 100%(95%Cl:
95.6%, 100%), [H M4 &% 100%(95%Cl: 98.3%, 100%).

W RRAMBEFR IFM R BRSNS X o T 3
BR A5 I B, B PR RO T O

FHAZHMAa R, RARTRE CTA T &R, &
N2 Wik RAR 36 A 9 1) B 416 ) A A, B A R O FFPE A
HREHEAEA 138 4, AMAEKR 278 . RIERET: Ak
WHNL Wik A 5 CTA By M4 A3 h 99.3%(95%Cl:  96.0%;
100.00%), M 754 % 98.296(95%Cl: 95.8%, 99.4%).

Ao, A2l R I AY N1y 208 ] MET 25 [ 14 & 4}
B F PR R MR FFPE A SR, RAFEREHN 132
1, KH RS WK A AR B M 181 . AT 25 0 R



Wb ol 3 EARN AR, (B3R 131 AMEEAR R IER G B B R
(ORR) # 53.4% (95%CIl: 44.5%, 62.2%); 5 24 1ks K i 1
HERAR T T 254\ PR 3 8 ot ok A48 Ar o 9t
T IFxpTN, FREF, L3 130 AR B R ZEIFN 1851
ERMEHME R AR T ERER—F; FB, 4XFEHT
UM A0 A AT R A HEAT T A7

FWE S RRAMFEHR, MR BRI kA T4
EA R R AR T R

SRR, RART il CTA #4T —SHH 5, £
N2 4 e R AR B R 1) 1 217 BlAR A, Hoop AR AR 12341,
PPEAEA 04 5], AEARKA K FFPE AR, RIGER BT R
ARSI WA 5 CTA B [H AT 6% 4 100%(95%Cl: 96.9%,
100.00%), [P % &% 100%(95%Cl: 96.1%, 100%).

s B 2 G KR B YN 79 ) MET 2 A 14 540 8
T HRER R AL e P By FRPE 41 A4 A, AR KA B2 I N 69 f1 5
IR S WA AR T FR e B 69 ). 3t T 25 4 I R IR 36 o Y
FEIRM e, ik 69 MEARIERG 0 ENEZ MBS (ORR)
A 65.2% (95%Cl: 52.8%, 76.3% ), 5 #4ilE kb FEREA
— 5, T E R R T e A R B AT T T
W, ERET, £ 69 MR K EITFN It ERL S %



Wil KR o R AR BB, SR EHRTEA AT
W& A AT T A7

FRHp RASMMBEMER Y LN T X, TNk
PRI W R X T AR X ok & 2 R FEFE Y B M e

HE AR T JAB-21822-1002 b HA % 4 #F %5 25 1 e ok A
RYH. 2R RGP GR R REFEREHBTRES
I8 B KRAS G12C %72 1y &y 30 W A 2 4% 7 Mk 4B /)N 20 B it e 8 =
AR Ao A B9 TR . S B9 T0b s JRAT 58 . 723X B )R
e, A 117 6 £ d0 5250 F R FHIR AR/ Wk 7 A
2| KRAS G12C R4 th NSCLC & ik # AN T B M S E 4077
ZHNIE R RIS R R T, FAS AR N ENZ EE (ORR)
49.6% (95% Cl: 40.2%, 59.0% ), i %% #4450 [5] 14.5 /> F
(95% Cl: 9.6, NE), 1L ZZMete 141N (& AfE 9.8
N, BANMEL2AH), LA R AF 8.2/ F (95% Cl:
5.2, 11.1).

ERF|a: RASHMBEME S F LN TR, e
ROMG W IR 2t TA RS 2 09 R B e

HiE AR T D1553-102 X HH % A M lls R TR,
e R I — TP BB, 2o xR R, %
25417 KRAS G12C 2275 [H i 1y Joy 30 % 3 3 4% 7 M 3E /D 20 e Ji



BEEFHN LM, AxTUERALY, XA 119 fl%
G S8 F R IR IR AN S B A AR T 2] KRAS G12C R % Y
NSCLC ZHKEFMN T ARBERIT2AT. ZHFCERREERE
7o LASOA B E W & # 2 52.0% ( 95%Cl: 42.8%, 61.1%), H
1 %% P 4 it 1] 12.45 /M F(95% Cl: 8.28, NE), 6 MH 4%
R4 3R 78.4% (95% Cl:065.1%, 87.1%).

L RAFEAR, T KBRS B R AT E
LA R F RO T

SRR, RART il CTA #4T —SHH 5, £
N2 4 e PR AR 36 o 1) 1 163 (9] A AR, B AR K R FFPE A,
Hep AR 160 6], FAMEREAR 3 61, 7 4h 4l A FEA 153
Bl RIERET: WSS BTRF G CTA WIHHFEFR A
95.83%(95%Cl: 91.15%, 98.46%), [ & & % 100.00%(95%Cl:
97.65%; 100.00%).

7 4 % 3 25 M KR 3 LIBRETTO-321 40 A\ 26 fi| RET
J5 B [H By FRPE AL 4UAE A, KA BRI AN 26 6], X
K RSN WK A AR B B A 25 ). T2 R R I B iy £
ZiFhdear, LR 25 MR R IER U] 09 ENEM=E (ORR) 4
68.0% (95%Cl: 46.5%, 85.1% ), 5 254l K i 45 B 2 A —
B 4t Miite R K 3% LIBRETTO-431 49 A\ 212 ] RET 2L



B A FHPE W FFPE AR, RRME I AN 109 f], KTk
SN5 B R A AT B By 0 93 ). Xt Ml R e P AT
N4 PES, AL PFS # kA 2], £ 93 AMEACR IR 4] B X
frtk (HR) 2§ 0320, 54l Rk ERER—3; T
Wi R B o B E R BRI AR AT T AR, ERE
T, LRGN REIFN R E RN E A e R AT 4

SR — 2 B A A TR B AT RO ol R AT B DA

2 BT, 25 &I R RA S (RIS WA Il R
KPR 2R AR BER. KRR ERE %7 Wl
PR b % R R SR

M. FEREZiEREFHE

RAEGBIT 42062-2022 (&7 Bk — WU & 38 3t (& 97 284k
By L] ) Xt PR AT KU AT

(=) Xt

ARRA & TR 2 AR/ A B g (NSCLC ) B
/R G ARE E A a8 (FFPE) £ ADNA/RNAF A REGFR.
KRAS. ALK. ROSL: RET# A %% faMETZ F145 4 B F Bk
R, BARR AL m g B L d it B 4. L EGFRZEEF 19
FTHNEFIRA R L AL8E8RE K M A T ik B JE &4 B i fu W B



B W& 2B i B PERE % W, EGFRELE T790M % L o B T ¥ ## B;
WA BT BT ALKEE B B 6 F1ROSTAL [ @ & ¥ Fl T
W AR R BN DT, METEENE F14BRBK R L AT
BERERR MR EA R R AR Y B, KRASHEEGI2CH
THRTHGRRXREESFEREERNHEDN,; RETE
Rl 67T R T3 B R B N LR 1D 1T

AFEBEREANEEXHET: TUEARREBER
. FEBAGERRE. nERRE. 2288, 8RR
HERR MBBXREER. BETERUKELERRE
BT R 0 T IR0 et B0 18] ] 29 AR AT %, AT 1ENSCLC R #
RAF BB I

(=) Rt f:

HiF A ERER (JR) SAT XIRH, 1588 XU o 3 %
BN A WA AR (R) RR EIES THEXAKT, 6
AR . A B KUK 38 AT BR ) 8 O T 4 % By AU
RBAEF 1508, I3 BAREE M 230 E, [ B AT R B
Ja th RS AT 63, B A KoK T2 & %, (84 FKIEA
WZa, BTHEZER RO, FEAHYH F 5=
IEER

H‘>

(U_YI’

il

ARSI A R U RS, TR A 0 8 AL



o — K, WRKEENEERBERE. HWENE.

JRE e B S A M 1 47 T B 3 A AR ZE R AT 45 B I
2ENKIE R EI: WA PAE T AT B AR R R
PRAE KA B B E I



SZEER

R IRITE NI N F = RSSO AT K CE
I B i B8 B0 (E 414 %739 5 ). KIRSMNS T IR A iE
ME&EFEEIEY (BRXTYREEELRAE 48 5 ) FH
KEFNBRAENERENE, 23w iFE AR HE M RTH
HATR G, BT REETAN. ARENER, F46I0
AN R, FVOE T IEA.

2026 4 4 F 30 H

frer: =R



A EGFR/ALK/ROS1/MET/KRAS/RET & B 2835 1 3857 &
(ZERE PCRYE) HHH
(=M% 5K ]

B 2 FK: NEGFR/ALK/ROSL/MET/KRAS/RETJ [K] 58 AR A6l il 771 £ (%2 E 3¢
JEPCRYE)

[EEH]

109/ 6
[ %]

AAR G F TR SN 8 PRI /N s (NSCLC) S35 48 /R Ty R[] 7 it
f38 (FFPE) F£ADNA/RNAH A ZREGFR, KRAS. ALK. ROS1. RETZ:[HRAR
MMETH: K145 HME T BEERRAL,  BRSRARNL 5 B W R 1AM2, H A EGFR
FEN 195 Hh 1SR I AR LBE8R R AR v ] - Fh e L & B Je v AN FH it PB4 & Je
A HIFEBEIZ W . EGFRERKIT790M R AL v ] T FRs G B4 B e i AR 12 s ALK
HE R fib & ATROSLHE [Al il & 7T ) 1 se e 5 JE IR ZE ) PRI T METHR: R Sh & 1-14
BRER AL BT T4 56 B e i NSRRI JE i HOAERB . KRASHEFIG12C R AR
A PR RO T JE R Ak R FE R ARSI RETE RS 7 A T2 % &
JEIRERIFERE I, AR B &L

K1 EBESHT AR IEEE R R KB AR R R 5 25

B 259 B[R AR S A
EhIR IS B e )T EGFR JE[A| 19 5 4h N F-HR K S AZ A LB58R JAX
HRS R A B e Ay EGFR %A 19 5 4ME 76l R4S, L858R 1 T790M RAZ
e i ALK FE[R il A A1 ROS1 K il &
wEBEH
; p MET £:[5 14 5 AP 2 T B ERR A&
SEARO A GREE®) SN T BRI A
MR ok B 28 Fr
KRAS %:[ G12C RAZ
WREEN

FE T JE e B RET &b &




it 2 1 A N R R LS g 2 —, 80 ~85% [ Ml AR/
Al . NSCLCZE# /R 2 P R HRAL, HAHPEGFRY KRASH: I RAL A
0y ) N10~50%MU - 5~250%24, ALK. ROS1. RET B @& & A 40 % 4 5] N
3~7%I581, 1969100 1196091131, MET 3 [K 145 4h B T B R T AR K A AT R 20 1%

CIE/h2H i NCCNTE FE ) ISIBRA TR, DR Bl Jk DR RADIRAS 2 5 R 2503697 1
HE TR 5, ANSEEGFR. KRASEARAE, ALK, ROS1. RET#: [ flia Al
METE [K 145 41 i 7 R ER T8 A% 58 35 ) LU AH L1 S BRUSBE i RIva T T ik s, 72
BEATHE VA YT BT 5 B IR D AR HEAT RN, FE 3R 2 UG AT T2 AT L
SEIR RS AN, RIIE, - XTNSCLC 53 1) 22 B[R 58 AR R A A v Ay B 3 SR AL T RS
HERIETT o

AT S A5 RAMEIE IR 2%, AR BB AR T e K4, 1
PRIEAE R4 & BB TRIG . Z5WDIE NEIE « 3877 IS B B S B8 S AR IR bn 25 R 0t
25 SR AT 255 I
(% R3]

A& LU NSCLC FFPE #:4< RNA AT DNA I 5

RNA RGN H S B2 RT-gPCR J7ERAEAS RNA A 5 DR il 12: 47 Aan i, 32 FH
FAMAES S4878; RNA SRl 55 A4 18 N R 5L R ik ), 3 e g
FEARNA L EMIIAE O, BT VIC 5 SRR,

DNA fill /2183 "ADx-ARMS®H RN HE A DNA HBE RN RATHATR I, H
FAM FI ROX 155 73 mlfa s AN RAEAL 5. ADX-ARMS®HAR SE 50 RASL 1 15
TR SRS, PCR YGRS, HTZ51%) 3K AL 5 S AR BRI AR 5¢
AR, G AE AR I E 8 RAR R TS B AR AR T AN Re e AT, 514
FIAEAR R FEL T, 5 A RUSEARS SE A I S B PRI R AR R

ARRF & PCR 1 s BER G IAIIN & UNG B, ] DLUEFRPEWT LS4 dU 1Y

2



PCR b B 7 14 PR We b i, AT B IR PCR =405 3% A A ABRBH
[ EZEHABS])

AR RPN RNA K Rl A A AT DNA ZE PR 58 1 o

RNA J2 DR B S ASI 2H Bl il 43 045 LET Jei 4% A(LET A). LET I 5560 1.
LET Wieskii . LET Witk iy, LET JRERE A 1 LET FHMEXTER Ao LET %%
KB LET WS 11 A LET Wi sk ] T A4S RNA i85k cDNA; LET
B isk A(LET A)AT LET JE &5 A BT T4 cDNA 38450l . PCR B SR 2 T 56
Jr3%T PCR 8 BUE (LET-AYH, -8 B N3 & H AL PCR MR, RNA FE[H]
ALG R OS5 EHO-@5E FAM E 51 R, O5EMG~-®5H VIC F51F
NWNFR, T HEHZ N GUSB H:F RS X B, F PHa7m RNA R & AN 5T 725 55
IR, VENER 2 MK 3.

DNA 3 K AR I 2H Bl 70 B4 LET V4% B(LET B). LET JE&EE B Al
LET BHIEXTHE B. LET SN4% B(LET B)AI LET JE &1 B Hl FHEA DNA 31946
M. PCR MK E T4 7r%E T PCR 8 BXEF(LET B)H, 18 IR N ZEH &% B AHRI
PCR Jx Wi, DNA 2 [H 74846 I HH D~@) 5 FAM fl ROX /55 &k ®5 & ROX
E5HER, O-@5ERMOSE VIC [F5ENARE, §IEKZ EGFR. KRAS
BRAF LA fR~F X B, I T4575 DNAFEAS 2 SL 562 15 5 H , DNA FEA &
®9E FAM M1 ROX (&5 5477, TENE 2 Ik 4.

AR 8 Bt PCR B Wil & e A RLIAS I o B — A AR

14 LET %k A(LET A)Fl 1 2% LET x4k B(LET B), HA1 LET &M%k
A 1E 8 X PCR & LARIRTBE“A”, LET R N9k B 7£ 8 £ PCR & AR IR EBE“B
8 It PCR ‘B 45— y~Fuitn, 73— g, WPk 154, Bt 8 5,
% PCR & Wi & — /ML, WANLUENR A 158, NMLUET RS 8 5& .
WAL IR 2~4.



®2 BHRIEHK

A A

T By

HoE s

LET &M% A(LET A)

5149, #4%t. Buffer. dNTPs

12:4%/ 35 uL/fL

LET ¥ %% B(LET B)

5%y, #4EF. Buffer. dNTPs

12 2%/ 35 uL/fL

LET 5% 51%). Buffer. dNTPs 280 pL/E <L
LET 100 % 53 1N 514, Buffer. dNTPs 280 L/ <L
LET %4 % il UL S 16 uL/Ex1
LET R & A DNA 5. UNG /i 45 pL/& <l
LET JR &1 B DNA E4 . UNG 1 45 pL/& <

LET BHAXTHE A

21 i 2 RNA

65 nL/E 1

LET BHMEXTIE B

ikl DNA. BF47% DNA

250 uL/E 1

3 LET Mgk A AR

E5 H sy oRlUNERS RIHET
® LET MR Al ALK FERIfl & FAM. VIC
®) LET S A5 ROSL & A il FAM. VIC
® LET N A6 ROS1 JEA & FAM. -VIC
@ LET i A7 MET &R 145 40 T BE K 5 AR FAM; VIC
LET i A8 RET A [Afl & FAM. VIC

R4 LET M2 B AL

H5 R oY il H A5 WIHIE T
©) LET Jx % B1 EGFR & [K R FAM. VIC. ROX
®) LET i B2 EGFR F: [ 548 FAM. VIC. ROX
® LET X% B3 EGFR & [K R AF FAM. VIC. ROX
® LET < B5 KRAS 3 K] 548 VIC. ROX
LET <% B8 ki FAM. ROX

VLR R AHES w0 & b S A AN AT LR A

HEFBEH L&A
A ) R 2 R E B A BR A B 1A% BR £ B A (B S
DNA/RNA; [EJ7 a5 5« [ 8 W £ 20150082 5 ),

1. JE 1]

2. JC DNase Fll RNase [/ 5% i 2L e v iy 4
3. JC DNase F1 RNase 144t 7K

4. 1XTE (pHB.0) .
QU= JEISEERSE i)

FFPE

$7°5:8.0223601X036G .



WG AE-20+5°C; FRHIN6ANH .
TR a8 A 52 e = 0 A 2R A 58 B8 5 T--20 = 5°CARAT o 38 o [ B2 U il

VRREAN B I 51K

A7 H R A RO 2 WARZE .

(&R ]

SEBF % G € B PCR X (QuantStudio 5). 4 H B EH PCR 20t & 4&

(SLAN-96S),

ER:

1.

2.

3.

7E QuantStudio 5 1X#% I, AR GAGE R T Standard B (3F Fast #H),
AR R . BREMR B, Reporter: FAM. VIC. ROX;
Quencher: None; Passive Reference:- None-

1] SLAN £ B 3B ] PCR 204 4t ds i), et E y FAM. VIC,
ROX. 7 Hrcia iy R «Y Hiig s 7y 207 BeE Oy “HZk th L R Y BhEoR 7, “97
P 2R HE” BB AR IOUMEIE” AT SR G R

PCR X a7 15 FH A% i R R v — UK

(A ER]

1.

RrlAE AR )y NSCLC 1) FFPE AN . HAUREA N e H 10% 1 PEAR /R Eh bk 22
MR E o A AR AU Fr 2 e i@ ST R BEA T A o

In2RZ FFPE FARVIBREEA, VIR RSN 5~10 pm, HEEVIA &N 2~6 F;
WL FRPE ZFRINGATALLAREAR, HEHFVI RS um, VI =N 8~15
Fro F P AR A A 57 SRR T ARG FRPE I (1 FH S0 2 T
FFPE FEAS R E & A 2 0% & B R A GBS EAE 20%0L b, a3t
&, WHEHTEE.

AT FRPE FEAS il (R A7 TR R AR 2 4

5



5." DNA A1 RNA 73 B 58 58 Ja, 8 AR S A 70 G EETHINE DNA AT RNA ik
fE. RNAKEIN. =10 ng/pl, DNA KRFEN =2 ng/pl, #1 DNA 1 RNA
OD260/ODg0 41 F1.5-2.3 2 [i],

6. DNA #RIGEEEfE, HBOLRIEE TR AT AT, 5K AR R4 DNA
i 21X TE (pH8.0) TR E 2 ngl/pl, AIRIEFEA R Bt DNA _FREKE
YERE % .

7. RNA $#2HE ), EUOrRIBHTRI . # RNA WE /T 10~100 ng/pL, %
WU IR B B AT & RNA JREE KT 100 ng/pbs 18 4646 7KH RNA i
FEF] 100 ng/ple fim FEHEAT AL o

8. AEAIE 76 5 Jm WL RN HEATAL I, A5 TS v R DRAT,  DRAT S0 1) 3t 56 S SR
fill. DNA T-20£5°CIRAERS M ANEE 6 A~ H ;. RNA T-20+5°C IR AN
it 34 Ho

(A5 7532 1
FEWAERRRPCR B H, R FEART LET BHMEXS IR L BIPEXT IR (NTC, H
A A FLRIBEAT S8, PR RN AT 2 SRR IRIR B RS
1. BRI
W [FEAESR], BUEERAZE 1.5 mL BO®Ed, SRR &3
TR BRI AT AL IR SR L, HARIRR UG 1€ BIRZ, 4 RNA FIDNA %
BN EROREE, fFH.
2. RNA Z:H gl SRl
2.1 RNA ¥ %35k
(1) B LET BHPEXTIE A (LET A-PC)O. LET ii#45%W | Al LET 54 30 11,
FIRMHR G IR, PRIEE 0 15 s
(2) By LET 1 cllg, PrgEo 157, JCE kR b

6



(3) MRIEAFRIFEA . FHPEXSREAT LET BHIAEXT B A (LET A-PC) [M%E, 124
MRS F 18.5 L LET BEHE350 | A1 0.5 Wl LET Wi B EbWIIR &, IR IR,
P g0 15 05 ARG EIRTR AL 19 pL/FLor 2% PCR N, HROEE
O 15 PP AFH s
(4) WRIBFRAEA . PIPEXTHRAT LET BHIAEXTHE A (LET A-PC) HI%E, 1%t
MRAE 4 18.5 WL LET 5550 1A 0.5 Wl LET WL s B LU BVR & IR 1R 2T,
PUg E.0 15 75 REH LIRTR AL 19 /Loy %54 PCR N H, HROIE RS
O 15 FPAFH
(5) 7 HFEHL 6 bl FFEFEAS RNAL B4 HEFD LET FEYEXT R A (LET A-PC)
£ PR PCRMEH, PUIEE O 15 15,
(6) 42°C, 1/1NBF; 95°C, 5 38 JavK iAELs 15 21 cDNA ¥ FH T PCR ¥4,
331K cDNA ¥4 5 i 44 - S1-cDNAL1. S2-cDNA1. -:+y ~Sn-cDNAL,
N-cDNA1. P-cDNA1 Al S1-=cDNA2. S2-cDNA2. -+, Sn-cDNA2: N-cDNA2.
P-cDNA2,

2.2 cDNA PCR A&l -
(1) BHYLET R &8 A, PUd B0 15 7, i E TUK3E F.
(2) JrAIAZEL 1.3 L LET JR &% A 2 cDNA % (S1-cDNAL. S2-cDNAL. ---.
Sn-cDNA1. N-cDNA1. P-cDNA1 f1 S1-cDNA2. S2-cDNAZ2. -:++. Sn-cDNA2.
N-cDNA2. P-cDNA2), RZ1R A e this .0 15 70, Zrallar 49 S1-Mix Al,
S2-Mix Al. ---..Sn-Mix Al. N-Mix Al. P-Mix Al Al S1-Mix A2. S2-Mix A2, -,
Sn-Mix A2, N-Mix A2. P-Mix A2,
(3) Hub M EE ) LET M2k A(LET A), Bl g0 15 £, JCE T PCR Hii e
o f LET R4k A(LET ARS8 R Ab T A —HE.

(4) BRIEFF LET M5 ALET A)E T, 7ABE 5 b S1-Mix Al. S2-Mix

7



Al >+, Sn-Mix Al. N-Mix Al. P-Mix Al £ O5%& ;5 L S1-Mix A2: S2-Mix
A2, -+, Sn-Mix A2, N:MixA2. P-Mix A2 £2B~@F & f, /i EE R,
W0 15 Fs
(5) ¥ LET SPisk A(LET A)RASER PCRAXEFEATE o, JBCE T W3 5 i
FH Tk TP REE O, %R 6 YLy AR T R E .,
3. DNA Z: [ 225K
3.1 HUh LET VR &g B A1 LET PHEXI M B (LET B-PC), LET BHPEXIH B
IR G IR S, PR B O 15 #b; LET WA B Pl .0 15 7,
iE T k4 -
2 IR EL 2.7 WL LET JR &8 B & 45 L [IFEACDNA. 45 Pl (IR
XTRERD 45 L 1) LET BHEXTHE B (LET B-PC), #R¥FGVREIE PLs B0
15 0, 45l %~ S1-Mix By S2-Mix B. +**. Sn-Mix B. N-Mix B 1
P-MixB.
3.3 HUHAHR # & LET R M 4% B(LET B), PUEE.L 15, JE T PCR i
, i LET & M.2% B(LET B)[1®-5 & R kb T-{A—HE-
3.4 BRI LET M2k B(LET B)E 75, 4 MlFHL 5 pL S-Mix B Z20~3), ©%F
K®5EH; 5L N-Mix B Z20O~0). &5 k@ FEH, 5 P-Mix BED~
®. ©FK@FEF, Abs FEE, REE0 15 7.
3.5 ¥ LET %k B(LET B)UNSERT PCR X2 IR AAE B, 3B 7 L3R
5 HHER M L. TR EE O, 1ML 6 Uy ey kT B E .



# 5 PCR RMNERARR
s RNA 51 DNA #:ill
01| 2 173 44 | 5 6 7 | 83 9 | 10| 11 12
FEA | BEA| BER | BEAR LET | BEAR | BEAR | BEAR | BEAR LET
@ 1 2 3 4 |[NTC| apc 1 2 3 4 |[NTC| gpc
FEAS | FEAS | FEAS | FEA LET
@ |1 / / / / / L ) 3 4 |NTCL 2Tos
FEAS | FEAS | FEAS | FEA LET
® | |/ / / / / / L ) 3 A NTC B.PC
@ | [/ / / / / / / / / / / /
FEA | FEAR | FEAR | FEA LET | FEA | BEAR [ FEAR | FEAR LET
® 1 2 3 4 ANTC | Apc 1 2 3 4 |[NTC| gpc
FEA | FEAR | BEAS | FEA LET
® ", g |4 INTC aee | / / / / /
FEA | BFEAR | FEAR | FEA LET
@17 S g |4 INTC A pef / / / / /
FEA | BEAR | BER | BEAR LET, | BB | BEAR | BEAR | BEAR LET
1 2 3 4 |[NTC apc 1 2 3 4 [NTC) Bpc
#£6 PCRYHERF
123 TEIAEL 5L RS [1) IR S S
1 . 42°C 5 4ykh /
95°C 5 4rff /
95°C 25 b /
2 10 64°C 20 /
72°C 20 F» /
93°C 25 F /
3 36 60°C 35 ¥ FAM. VIC. ROX
72°C 20 F» /
4 1 40°C 30 # /
Q2D |

1L BIARIEBFIETOLS M, F208 5 WU WK IR 6 B — Al e B B — 20 615
EREAT M, ABR PR JE 8 ith 2P A 95 mAR N IR £, [R5

P X B

SRR AN

B~® 5% FAM 55 Ct{E 31T, HILE 7.

9

OB X R S N, 15 314% I N I Ct B
FEAR RNA FE R gil& BH BH P g 2 e iR 5 A AR LET Mgk A(LET A) D5 EF




R7T LET P2 ALLET AFAM 5 541 AE

LET @ ®" ®" @
gk A ALK ROS1 ROS1 MET RET
H 4 [X 3k Ct<30 Ct<30 Ct<30 Ct<27 Ct<30
1 [ ok Ct=30 &k Ct=308 | Ct=30&H; | Ct=275( | Ct=30 1k
No Ct No Ct No Ct No Ct No Ct
*. OMOE HEE—% Ct<30 I}, NH|1 Ry ROSY e RIFh& FH %, 513524 ROSL
2 R R B

3. FEA DNA 2 [K 5747 B BH A% i A e iRPEFEA LET N2k B(LET B)D~B)=
B FAM fll ROX 55 kG54 ROX {55 1) Ct {Hi#1T .

4, LET xMNiZk B(LET B)H, HL#HEFEADO~C5E FAM fl ROX {55 kB
B ROX 55 % E1 Ct{H, REMHEZFEARGTE FAM Hl ROX /551 Ct
H. HTFARFRDH O &ESAMHEE, SR CtEBSAMHE. R
PEANFI IR CtfH, ARG R . BEYE A X RBEPEB X A
PR e WL 8,

# 8 LET kPMi% B(LET B)JFAM/ROX g 54 R HI5E
LET x4k B ©) ©) ® ®
A A X RAZ Ct1H Ct<<30 Ct<<30 Ct<<30 /
Fﬁgﬂ G B X RAZ CtfH 30=Ct<33 30=<Ct<33 30=<Ct<33 /
55 ACt Cut-off & 10 8 8 /
o4 245 Ct{ | Ct=33 5 No Ct | Ct=33 5,No Ct | Ct=33 & No Ct /
B ATX R4 Ct 18 Ct<<30 Ct<<30 Ct<<30 Ct<29
ROX| B B [ RAE Ct e 30=<Ct<33 30=<Ct<33 30=<Ct<<33 | 29<(Ct<32
e ACt Cut-off /& 8 9 9 9
K \ , ‘ Ct=32 &
9 14 248 Ct{l | Ct=33 5 No Ct | Ct=33 5 No Ct | Ct=33 & No Ct No Ct

ACt {75 ACE =22 FAM(ROX)Ct fE-5h% FAM(ROX)Ct {t . 2%

FAM(ROX)Ct & 15 F AR (E 5O~ 5 E FAM B{ROX 5
NI CLAE; AME Ct R TRFEAX N AMEE @5

75 H-Ct1E.
[ I 45 R AERE]

1. BHHEXTIE FAM. VIC FLROX A5 ‘54 1 il 28 -

10
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CLCFAMEXHE LET W4k A(LET A)OSEMG~O5E K FAM {55, LET Jx
M4 B (LET B) O~@% % FAM fll ROX {55 BS54 ROX {55 Ct {H#N =
36, #HiEE—E L5 5 Ct{Hi<<36, MIMhk=LIREE BRI, NEF .

(2) HIHEXT R LET RN 2% A(LET A) OS5 ERIG~® 5 & VIC {55 LET KM
% B(LET B)D~@ 5% .®5 % VIC {55 LET &% B(LET B)®'5E FAM Fl
ROX {55 Ct{EN =36, {HA /RPN A RN EES Ct{E <36, BIAFEMIN S
M2 R B W, AT AR BT o0 b
2. PHYEXTHR FAM. VIC RIROX {554 14 Hh£E:

FHMESHIE LET gk A(LET A SE MG~® 5 &1 FAM 1 VIC 155 . LET &
[ 4% B(LET BYD~®S &) FAM. VIC f1 ROX {55 . ®F &1 VIC il ROX {&
S @5 E R FAM 1 ROX 15 5 N A # A 31 th 4Tk, H CtfE —Mh T 25.
3. FEA RNA E:PEIFl-& B FH A A 52 «

(1) # LET M2k A(LETA) D5 EMG~B'5%E VIC {55 Ct {1 <36 HIE=

—& Ct{i<<26, LM 7 HEAT 70 #rs

a) HiEEE FAM (55 CtEHIEEMRMEXE. GEILEK 7), MWHZAEAHE iz
SN R s

b) # BT A& FAM 155 Ct EMIVEENIEX L (PR 7D, WIEFEARH 2 N B
P EAS T AR B S A T B

(2) % LET M4k A(LET A) OS5 EMG~@ 54 VIC {55 Ct{H1) =26 ST E
— Ct {H=36, Uil RNA B ARG Z R BRI a B HR l B E 3T HE
RNA ZEAT A
4. FEAx DNAHE R 5842 [ FH 4 K 2

(1) FEA LET [eMi2k B(LET BYD~@SEMO T E N VIC 559 KT £

a) HO~@TEMOSE Ct{HII<36, MBS

11



b) A O~ 5 EFMOFTE(LR 1 Ct{H=36, BWIHIRINEL DNA I EARF &2
K, VTR I B R HL DNA HEAT A

(2) FEA LET %% B(LET B)® 5% FAM {5 59 1l £k

Q) £ 17<@®5 % FAM E 51 Ct{H<<24, %[k 8 4k #r;

b) #®5E FAM {5511 Ct H<<17; WA DNA & &, @ilJ#/> DNA
N AT . (HO~G) 5 FAM Ml ROX {55 kBS54 ROX {5 LI
ECE IEAEPIPEX, st a5 SR SR AT 5

c) #@®FE FAM 551 Ct{H>24, #il] DNA JiEARGER, @08
DNA _E#f & s #Hr 2 L DNA Jo F kAT 4 .

(D HUFEAD~BFHE FAM M ROX 155 ®5 H ROX 15 5] Ct AR T 55k
TR FHE R CEIZE T BIPEX, 1 WER 8) s NIRZAEAS DY B M A - A0 & )
R PR

(4) HFEAO~QFE FAM Il ROX 55 kE®FE ROXfE T HIZENRMNE Ct
(/N T BRI FHERS, 12K 8 34T T 414 .

a) HFEANE R Ct BN TR FUERT BV TRHE A XD, NRZAEARR
T2 NLER L [ TR AL B A

b) A RBE ) CAE K 55T BRI FHE B/ T B Eim 5 CtAER CRIVE T
BHE B XD, MITHEIZRBER) A Ct fH. & NE R A Ct BN FHIX N A Ct
Cut-off {H, WHZFES WV NE X N K FRAERA T, BIREPE BX: R NAH]
P B T AR & A T BR
5. —AMFEARATRERIN &4 2 NERE Rl A e R AR KA,

A0 75 V2 iR BR 4
L ARG G R U 25 SR AN AL I AR 225, ) S 250697 AL PN 45 & HAEIR . 44

i 550, HASI SR RTINS e &% e

12



9.

BAPESE RABE 8 AR RAR AL 5 B A OAF AL, FEASR IR A i b, I R R

PR Bl 1 s AR 2% P 5 AE DNA YA R Bl 5 RNA R PR T Al BRI ml i s B

+
45

AEEIFEARE FE A ULEAS ISR B E A SR A B X A i RE S

HUE A PR R PA 45 R

IR E (AR FTREAFAERR S, AN R BORE PT R 215 2045 8] B R
gER

CIRFTIE R TR 5 F 4EA 2E EGFR. KRAS FE KR4 & ALK, ROS1 A1 RET F:[A
RE AL, AN Ah ST 1 AN HE A ) oy A I e R 1 e AR Bl 2
7

AZRE A R TR E IR AR B A R e CRLFRIE LAY, IR IEHGRT) . K
ML) o

ARG T R AT TR AL AN R4S AT e O

FNHEDRIRY,  ASBER I AR AR RN AL R A

TR R SN R — G IE TE AT REAIN 22 Aih A, AR RARSEAL 2 8]0

12X 73

R R A B2 BTSSR, IR 1 ™ AL

(7= RE 17 ]

1.

2.

WA G RN i, PRI TEmT, TEIR. AR, EVEMRYTE .

A S0 3300 #5001 FFPE DNA FEA 1 &F 1~5%H) R K k48 (R 6.6 ¥ I
JpL~33 #£D1/0) F1 60~600 ng FFPE RNA FEASH 545 150 #% Ul RNA (B 25
P8 DU ) 2 m] e S

FAN 228 AT, BH 2 2% R P 228 R & % 100%:

G B R R T LA 32 600 ng A LR (B ZE R RNA, A 1R R 25 AT LA

13
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S.

7.

M52 10 ng M LA #8742 54 DNA.

BRI ES H BFE N RIS AR DAY . AR T 21 [RIVR PR s i B AR 2 L i
7R G0 5 30 [ 2 AP ) FAth LS AR SR AN B L RABFED] (NTRKL. NTRK2,
NTRK3 Il HER2) Z [AI3) oA R Lo EZHMES PIRMETH5, 40 249.6
mg/L AR . 480 mg/L 1535 Al ZE . 1200 mo/L 5 Pl . 150 mo/L 5 AEEE
90'mg/L ¥ % ¥ JE . 200 mg/L iBFH% . 75 mo/L BT EPE#L. 71 mg/L St e %
500 mg/L Aii25. 2 g/L 4T3 . 37 mmol/L Hili =fs. 21.7 mmol/L 2.
37 mmol/L —FZE.. 0.2 mg/L & Al K Al 1% A4, 108 CFU/mL KT
PR« 10° CFU/mL ¥ BEEE A1 0.1%45 /K S5 MRAE ZE BT TP AL g0 2K 2 T 1)
AN g R R & ARSI 1 e o

6. X LET ¥5 % Ff 225 5 B & Al 10 vk, By Rk B FA M, H Ct{EZ 7 R E(CV, %)

/T 5%,
I ARAR I -
AL IR B Be s Ll Pa 4 IR = Be A 2 R OR S B g o A I e AT
IRIFE R PR B S8 o Ra 1 et 4 SR RATL R 78 eI 1 AR 00 1 e 1 R 6
[ pef e o M e 16 B [ 20 0T A i 07 e Ak 1 FERE 12 W 8 SR FE . AR K
PRARIE S A L #E
S RARIAARSMZ Wi S se e s 22 05k (AR 31T
XTECRES, PP ISR A A2 Wi R A e AR A 00 12
BEXZAS o AR AT, AN DUE N il g v . CBdE e ik
e B ORI, FEARSKRAY FRFPE FEAC. IR IS 32
I 862 ], Hrp, EGFR JEPIILAS i BHYERI L 457 4] (fL4% G719S K
ABAYE 24 ], GT19A FRAZPHME 26-4]. G719C KAZFHME: 26 5+, 19del T3

BH 1 195 . S7681 SRAEFHME 61 i, T790M FKAZPH{E 75 . L858R KAL

14



BHE 135 . L861Q FRAZRHM: 62 #1) ; ALK H:F @A FHM: 106 fi; ROS1
SRRl A PETE 87 fis. MET Bk ZRAZBH M 91 1,

TR 25 B  EGFR JE R RAHEM L5 R, FHMERF &% 99.6%(95%Cl:
98.4%, 99.9%), BHMERF&% 100%(95%Cl: 99.1%, 100.0%); ALK & [Fff
SR GER, FHER S % 98.1%(95%Cl: 93.3%, 99.5%), B4 %
99.6%(95%Cl: 98.8%, 99.9%); ROS1 Ft[Xgh& &l 4h B, BHEERT & %
100%(95%Cl: 95.6%, 100%);  IHPERT G 2 99.6%(95%Cl: .98.9%, 99.9%);
MET 2 [A] 14 5 #h 5Bk R R AR ar il 45 2R, BHE AT 5% 96.8% (95%Cl: 91.0%,
98.9%), FAMESR &% 100%(95%Cl: 99.5%, . 100%)

B0 KRAS £ [K G12C RA2, ImAAIn N Giit 32 # 4t 312 7). Hoos
KRAS %:[K G12C FAZFHME 79 fl o I 45 IR IR, KRAS 2[R G12C AR
M55, FAEFF4A 2R 100%(95%Cl :-95.4%, 100%), FAYERTF &% 99.6%(95%Cl:
97.6%, 99.9%).

EEX RET RS, IRPRIRIGAINGi T 5204 3k 345 ], b RET 2
RlEh & PR 94 ). IG5 B R, RET KGR aE R, FHER&F
100% (95%CI: 96.0%, 100%) , BH 145558 99.6% (95%Cl: 97.8%, 99.9%) -

B R IGAR SN2 WG S JE A B 12 R AT BT,
PR RIS AR M WA IR T 2R JE s B e Fr o PRI B4 e R o e
JE B FEBE 12 W e

X ZER O IESE, SRR 5 R AL BE 2 Wk rdE 47— B AT .
N B AR /Nl i files iR 3, 2 BRI R I IE RO AR, FEA
RN FFPE #EA, Hh, EGFR H:[N AR ML A UFEA 341 41,

Hrh 19del FH%EFEA 79 11, EGFR L858R [HA:FEAS 112 5], T790M [HYERE

15



A 72 s ALK FE DK B S AN N R A 328 1, BRI 98 {41 ROS1 2
PRI Rl R AN S it 20 M A ROFEAS 312 441, [HAE 84 4.

U245 B R  EGFR JE R R ML R, PHMERF &% 100%(95%Cl :
98.1%, 100:00%), M543 99.3%(95%Cl: 96.3%, 99.9%); ALK FE[H
RLAREISE T, BHIERF A2 100%(95%Cl: 96.2%, 100%), BAMEFF& SR
99.1%(95%Cl: 96.9%, 99.8%): ROS1 LK EN &K MILE R, FHMERE =R
100%(95%Cl: 95.6%, -100%); [ 14 £F & 2 100%(95%Cl: 98.3%, 100%).

B SREIWREERE AT, VR RIS M2 TR T Sh e e
Fr R B 2 W

R XRZE i Ie, RHA S CTA T — 8wt 7T, SEANH 2R
PRARIE o 1 1) 416 BIREAS, BEARZEAL N FFPE FEAS . H P BH PR AR 138 1],
BAMEREAR 278 . ARG LS TR : ARIE AN WHAT S CTA I PBH 7 A 3R
A 99.3%(95%Cl: 96.0%, 100.00%), FHMH:RF &% 98.2%(95%Cl: 95.8%,
99.4%).

5 ab, R 2 R RGN 208 {51 MET- Bk % 2 38 BH 4 1) FFPE 41
SR, AUMrHARIGN 132 451, 61 S M2 Wrst 7RI BH 44 1 9 131
] o X5 T 2 RS T ) £ BEPPA R AR, O 131 ANFEASR IS I 2
MZf#EF (ORR) N 534% (95%Cl: 44.5%, 62.2%) , SE5WIEKIRL:
ZE R — S T2 RS ) F A OB PPN SR AR AT T A 41T
iy, SRR, HER 131 ARG IR ESFA Fa AR 45 SRt 5 25 PR ISR
S SRR B IR, BN TR AT BN £ AT B AT T
ZARI

SEVUES Sy SRAIMFERIT, PRI A W5 T8 568 8 i
FEREZ WA
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EIXZil it oe, RAAT S CTA 347 — 8w 7e, LNk
RIS HHm ] 1) 207 BIREAS, b BV A 123 45, BHPEREAR 94 171, FEA
KN FFPE #EA . qlie 45 R o SN2 AR S CTA [ BH A
AN 100%(95%Cl: 96.9%, 100.00%): JH 754 % 100%(95%Cl: 96.1%,
100%).

AN, BTG R IR AT 79 1 MET BEK 545 BH 1 ) FFPE 21
ZUREAR, KRR AN 69491, 1REAAZM 2 Wrisk s I By 69 11
ST 2P RIS 80 EEVETRER, IR 69 ANEEASKIE 7] (1 7% WL 2% fi
# (ORR) }65.2% (95%Cl: 52.8%, 76.3%) , 5 Z5¥)in PRIk 45 F 5%
R0 O T 25 AR5 ) A R EEAN R AR AT T 7 V-, 4
REIR, LR 69 MR IRE AN SR AR A 25 AR5 25l R 0 o 4 SR
A RN, B0 BTN T S SR AT T

BIES: RSP LRI R, PEIMRRAR S
FRO TR KRR K B 2 I BB 2 BTV e

EEXAZER AT TT, R4 T IAB-21822-1002 b3 SSHHT 7T 25 Wil AR AIF 52

FORke Z IR AR IR VN MR R B ZE 1 BRI T BEAE VA IUKRAS G12C
AR 1) J 0 WG T I 4 e Y /N 20 R it S A M R 22 A PR PR T T s PR
9 TSR PRI T o FEIR TN RIS, A7 10740128 bt SR 56 = SR FH il A
A2 Wi S T B KRAS G12C R A HINSCLC 2 i H AN T A Rk Se it 7>
o ZHubiERiE s RN, FASABEFINNENZMHZE (ORR)  49.6%
(95% Cl: 40:2%, 59.0%) , HArZEfidrLnfla]14.5H (95% Cl: 9.6,
NE) , PALEZMRI R 14110 H (R K1E9.8 1 H, w/MAL2AH) o WAL
ot EAELE 82N H (95% Cl: 5.2, 11.1) .

SENER G KA SHUME YIRS R 75, PP RS A S ME W
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TR ZR R AR AR B IS BT RE

EERHZER RS, $R At T D1553-102 % B Fe 25 IR I e k. %1
PRARIS & — T S | 22 0 S T A0 DA iZ 25 M 7EKRAS G12C
AR S 1A () =) o Wk B s A P AN Bl i AR o (0 ORI 2 A o AR T
e AR S, LA 11941 28 vhcs S5 % R A 30 4 A0 12 W iR e Tl 1| KRAS
GI2CRAMINSCLCRZ IR E PN T ARAEG T 0. 2 hbilm R85 R
N LAS AR W2 552.0% (95% Cl: 42.8%, 61.1%) . Fh{ 2 fH4t
i) 12.454 H (95% Cl:°8.28, NE) , 6/ H HIZEf#FF4:278.4% (95% Cl:
65.1%, 87.1%). .

ARy RS TL, WIS SME WA AT T 2835 5 Je IR ZE 1Y
FEBEIZ Wi BE .

EEXHZ T, R RGNS R 7 5 CTABH T — 8w 7, 4551
Bon: AR5 AR AME Wk 5 CTA FHAE 75 & % 95.83%, B 177 & %
100.00%.

EEXP LIBRETTO-321 A Fi 44\ 26 ] RET fil & FHYER FFPE 424,
R EAIRAIN 26 51, RIGAEIMSHHAFIR H 25 BIBHTE, 25 BlFEAK
TSR B % M2 (ORR) 4 68.0% (95% Cl: 46.5%, 85.1%),. 5Zi¥)
e AR ARG 25 SR FE A — 8505 &F%F LIBRETTO-431 HF7E40 N 212 ] RET fili & b
V[ FFPE HAUREA, ARMFEARIGAIN 109 B, SRIGAA SNSRI H 93
BIRHTE o X T 2P R 350 P (1 E ZEVPA Fibw PRS, HhiAr PRS ioRik F], 93
11 RE A SRR 91 11 XU . (HR)D 29 0.320 (95% ClI: 16.7%, 61.5%) , 524
Pl PR i 45 AR AL R — S

[EEE]
1. 5250 i1 440 B S A 1 B A
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2 RN G L T2 L BIREARAR G RIR. FACREFE . FEAT R, FEAZ i
fh FEATIALBEAE R 200, R H32 5] DNA A1 RNA SR &, 7% E &
PCR X5 . #RAEIREELLE YT 4 7AW FH R IR MESE IR, 7T Rk 55045
AR B A A 9P P P A 0 5 R o 8 P 2 200 1 A I 2 v P B AR TE T TE B 12
AT 1 R PR
3. S 7 AR AN 4R 75 450 FH 1) S B 2R B VB A R S 0
4.8 G TEA L B L VR Rl b st
5. % HE U RNA R EEAGT10 (ng/pL,  $RECH) DNA WRZAKT 2 ng/pl, A2t
BEAT R
6.1 2 (11 FFPE FEARIRIUE MR A AT S3K, @S dE TRl .
7.— 1% DNA F= L 10 ng/ [ SN E, (EX FIRBUR =52, SAH N EEI DNA H
B o JUHRAR /R Dy RIE 58 1A W BERE AR, BROAAR R SMonT DNA IR AEBRAE
ZRFEA T DNA B0 Jp BA RIFERE, BN EE M0 6B THIE (9K B2 DNA
B, AHSEBRIIA R S A 2 DNA &3 2%
8. A1 7H & DNA H1 RNA FAR I AT Bl AT, A 75 240 DNA B¢ RNA FEA8,
] 3 B R 77 & DNA B RNA 31 AR AT 40 20 #r
9, AR AR Fr A A 2 I R e, DU T Bkl o o e 5 e il e A
AR, AT REANA A P AR . AN A O k7
10. iz ¥ B R A R EoR, B AL 25°C, Bt AL TR, 8%
JE R GG ZBROER, MR AR R AL

11, 2% 7™ A X4y B R RS SRR RS By 1y Jeilin], i iR RE

12. SEERIIVER BT IEAMERZ IR AT s 4y, BN E k4 DNA A RNA J5 /5
BEAT BT B0 o HEF AR ] 25 SRR RS I DNA R RNA BERN, i
FHEAA . FH AR Vs AU S e o HEAT B 7R ) % PO i a5 724 155 9 S
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A b R B S

13. LA 5E R ] 10% SRR B 75% 10 K 058 AT AL 3 T AF S AR s

14. FrA W2y B G el t:. BA PCR SLie= b RHERIA 72 A4 Rl
GG RER, EFEESERRR S TR I — kT &L
VESE o 77 i CE A8 P I A AN RN BR A 2 ST RITFH o IR 85 K R TR /K o
PR -

15. P A A A A G BRI S Dy BT A G tE M ot AR 574
WEBRR AT G ARG SR AR O JeU i B V) S 5 A2 ) 2 4 R HE I )
(BT IRYIEE RS .

16. Il PR SE B N A% A% M (B BRI PREE PR 8 sl = 8 B ML) (B JpE=
HUk (2010) 194 5 BRBUATA MRA) . A KD TEV R0 % . ImRERT

S = 0 B E AT

Aty |
= R, 0 ks [ B, NOERIG e BEGTEI
[ 5% 3R]
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[(EAER]

TEM A P2 A A FR BT SR A B 2 RH B A TR 7

R ZIHTERe Xl 39 5

k507

B I R 55 AL A4 K -

P YW

PR L TR X L 39 5

AP ARG S

[ B S BIEMNER S/ M EARERE S 1

[ BR sttt B S40/4= 2350 B 3 R i e B #9)
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MR 1. LET KB A Rph &2

i 5 b eyt B E BhaRR
EML4 exon13;ALK exon20 SLC34A2 exonl3 del2046;ROS1 exon32
EML4 exon13;ins69 ALK exon20 CD74 exon6;ROS1 exon32
EMIL4 exon6 ins33;ALK exon20 ®) -FAM SDC4 exon2;ROS1 exon32
EML4 exon6;ALK exonl19 ROS1 SLC34A2 exonl3 del2046;ROS1 exon34
EMLA4 exon6;ins18 ALK exon20 CD74 exon6;ROS1 exon34
EML4 exon20;ALK exon20 EZR exonl10;ROS1 exon34
® FAM ) © FAM
ALK EMLA4 exon20;ins18 ALK exon20 ROS1 TPM3 exon8;ROS1 exon35
EML4 exonl18;ALK exon20 ®MFE€\I'M MET Exonl4 skipping
EML4 exon2;ALK exon20 CCDC6 exonl1;RET exonl2
EML4 exon2;ins117 ALK exon20 KIF5B exonl5;RET exonl2
EML4 exon6;ALK exon20 FAM KIF5B exonl6;RET exonl2
KLC1 exon9;ALK exon20 RET KIF5B exon23;RET exon12
/ KIF5B exon22;RET exonl2
KIF5B exonl8;RET exonl2
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f#2: LET MWK B Kl ZRAR KA

) Cosmic .
BEIEE gﬁ SRASRA B o | AR | KRR

E746_AT750del (1) 2235 2249del15 6223 E-19-M1 1%

E746_A750del (2) 2236 _2250del15 6225 E-19-M2 1%

L747 P753>S 2240 2257del18 12370 E-19-M3 1%

E746 T751>1 2235_2252>AAT(complex) 13551 E-19-M4 1%

E746 T751del 22362253del18 12728 E-19-M5 1%

E746_T751>A 2237-2251del15 12678 E-19-M6 1%

E746_S752>A 2237 2254del18 12367 E-19-M7 1%

E746_S752>V 2237 2255>T(complex) 12384 | E<19-M8 1%

D FAM EGFR E746_S752>D 2238 2255del18 6220 E-19-M9 1%

Exon 19 L747 _E749del 2239 2247del9 6218 E-19-M12 1%

L747. T751del 2239 2253del15 6254 E-19-M13 1%

L747 S752del 2239 2256del18 6255 E-19-M14 1%

2239 2248TTAAGAGAAG>
L747-A750>P - 12382 E-19-M15 2%
C(complex)

L747_T751>S 2240.2251del12 6210 E-19-M17 1%

L747_T751del 2240 2254del15 12369 E-19-M18 1%

L747_T751>P 2239-2251>C(complex) 12383 E-19-M19 1%

L747_T751del 2238.2252del15 23571 E-19-M20 1%
EGFR

@O ROX S768l 2303G>T 6241 E-20-M2 2%
Exon 20
EGFR

@ FAM L858R 2573T>G 6224 E-21-M1 1%
Exon 21

EGER GT719A 2156G>C 6239 E-18-M1 2%

® ROX Exon 18 G719S 2155G>A 6252 E-18-M2 5%

G719C 2155G>T 6253 E-18-M3 2%
EGFR

3 FAM T790M 2369C>T 6240 E-20-M1 2%
Exon 20
EGFR

® ROX L861Q 2582T>A 6213 E-21-M2 1%
Exon 21
KRAS

® ROX Gl2C 34G>T 516 KRAS-M6 2%

Exon 2
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