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EML4-M1-F31, EMIL4-M2-F31, EML4-M2-F23, EML4-M3-F32,
EML4-M6-F11, EML4-M7-F13, EML4-M8-F39, EMIL4-M17-F21,
EML4-M20-F27, EML4-M21-F22. KIF5B-M1-F01, KIF5B-M2-F13,
KCL1-M1-F01, TFG-M1-F02, ALK-20-R-39, ROS1-M1-F2-tag-EA,
ROS1-M2-F2-tag-EA., ROS1-M3-F2-tag-EA, ROS1-M4-F2-tag-EA.
ROS1-M5-F2-tag-EA, ROS1-M10-F2-tag-EA, ROS1-M1-R2-tag-EA.
ROS1-M6-R2-tag-EA, ROS1-M11-F2-tag-EA, ROS1-M12-F2-Tag-
EA. ROS1-M13-F2-Tag-EA. ROS1-M11-R2-Tag-EA. E-20-M2-F54,
E-20-M2-R50, E-20-M2-R54, E-20-M2-R55, E-20-M2-R56, E-19-R4.,
E-19-M2-S51, E-19-M6-S50, E-19-M1-S50, E-19-M7-S11., E-19-M11-
S31, E-19-M12-S30, E-19-M14-S17, E-21-M1-F51, E-21-R10, E-18-
M2-FR16, E-18-M3-FR12. E-18-M-FF3. E-21-M2-S11, E-21-R10, E-
20-M1-F127, E-20-M1-F130, E-20-R10. E-20-M4-520. E-20-M8-5S9.
E-20-M10-F3, E-20-M14-F1, E-20-M19-F21, E-20-M44-F3, E-20-
M51-F3, E-20-M3-R17, E-20-M32-R3. E-20-M35-R11, B-raf-M1-
F10, B-raf-R3. E-20-M6-F3. E-20-M7-F3, E-20-M6-R3, ROS1-M1-
R2. ROS1-M6-R2, ROS1-M11-R2, MET-IC-F2-5, MET-IC-R4,
MET-M1-F1-4, MET-BL2, MET-M1-R1-3, K-M3-F25, K-M16-R11,
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VI F=T TV FETEHBIER 0T ) S F =T (MLALKHEE
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LEGEUtEA7

LEGI A8

LEGi& i B1

LEGI B2

LEGI B3
LEGK& S v 7 AB Egggg}gé 8F = —7'x12

LEGI i B6

LEGi i B7

LEGi 12 B8
LEGRTE& X v 7 A1 220 ul./ F = —7'x1
LEGRTE& 2 v 7 A1 220 L/ F = —7'x1
LEGHifin 5 5% 16 uL/ F = —7'x1
LEGI## 3 v 7 AA 45 uL/ F 2 —7'x1
LEGI#5% 3 v 7 2B 45 uL/ F 2 —7'x1
LEGEHPEXS IR 500 pL/ F = —7'x1
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. EGFRiI‘EsT ER . Fo40F=T7, maaF=THRE T 7T
=T LA VPR T A VT =T A U 00 RN R
B A~OFENGZHET DT DD AN S,

« BRAFEIR 255, (V600E) : 75 7 = =7 AL B KR Nk T A
F =T VATV AVIR X R O N il B~ s &
WET B 7D OB W S,

cALK@WVEER T 2 VY F =7, TV F=THRBIE I 7F
=7 DI NBRAIE ERE ~ OIS A HIE T 5 72D OBV 5,

* ROSIFAAEIG T : 7V V' F =7 I X b L7 F =7 OH/N il
Jifige R~ D) 2 HIE T B 7 O O AW 5,

c METSEE =7 V14X v B VER 5 RF = 7By
DI/ ISR il B~ DTG 2 HIE T2 72 DB VW D,

« KRASTEAGFZERL (G120) : Y b 7 ¥ 7 DI/ Nk BE ~0iE



& HET D720 OBV 2, O 3Rz AL L LT RAIBRLHTITARHIRY 72 DNA 823 ARk &

% o RETRRGEIG T - B~V F =7 DI/ NS B~ s & . PCRIREEM NI G DN D,
Wz B2 OB WS, S T4 = —I1XEAT DNA O 3 K & SRS A AT D
ZEMTET, TTA~—0 IR Z S E T D ERSITE 2
[RIE R 59", PCR HIEEM 3155720,
RAREIE, VT AZ AL PCRAZRGKHEEE LT, A<l VEENRT
7 4 @ (LLF, FFPE : Formalin-Fixed Paraffin-Embedded) #H 3. BEEGFHRE (RNA) JEEEFEEBELE (DNA) (@)
W PRSI OB e NI NI A SR L7 A PCR K& (Fu—7)
DNA, h—#/LRNA T OEG 7 BB OB AR IMEREBT OB SN T — T F W, KSR v —7 1 TIT 5, 5K
T 5%y N THDH, AW L 3R A I/%%~¢%"§Tﬂkﬁ’rﬁ L7ieA) IxX7 v
R OREEAIED 9 b LEG [ v 7 X A A EE A Rbm, & FRETu—7 L LTHND, BIEIZISCTY =0 F v =0 BFRK
WLEG K2 v 7 A B a1+ A RBHAICHN S, SNToENENEML, ZOfEREEHRE L L CHESND,
FLEGHIG S v 7 A, £KF 2 — 7 ORENRBIGT &MY 7
F1DOWY PCR HIEEHOBRH (CtEOEH)
U7 VA 5 PCREEE AWTH A 7 v Z & O tssE 2 e
* K1 FLEGRIEI v I A TOAERFEEFELTTIL L. HOGEEA B A8 2 72 7 /L% Ctfi (Threshold Cycle)
F = LEG/& S v 7 AA LEGKJ& 3 v 7 4B R N
-7 - s 7 - lidined B
g | GBTH Fr s T4 Fr R DB TE % B T8 I O/ R
® ALK FAM EGFR* FAM, VIC ALK _ ‘ :
@ (NA) FAM EGFR* FAM. VIC e 2 A 7 & B RIVRE (2 e —/pl)
EMIL4 exonl3;ALK exon20 25 || EML4 exon20;ins18 ALK exon20 |25
® (NA) FAM EGFR% FAM, HEX EML4 exon6 ins33;ALK EML4 exon17del58;ins39 ALK
fNA) FAM EGFR™ FAM exon20* % exon20 %
v (W‘SJ PR HEx (NA) HEX EML4 exon20;ALK exon20 | 25 | EML4 exonl? ins65;,ALK exon20 | 25
EGER™ FAM EML4 exonl18;ALK exon20™ 25 | EML4 exon17;%ns?>0 1.4LK exon20 |25
® ROS1 FAM I(<RA§ VIC EMLA exon2:ALK exon20 25 S)i\;lﬁéoexonﬁ ins61;ins34 ALK 25
® ROS1 FAM NA FAM, HEX -
(NA) FAM fﬁﬁiﬁ;xonmm%g ALK 25 | EML4 exon3;ins53 ALK exon20 |25
v MET FAM EB(;{;I; E(]:E)i(( fﬁﬁiﬁ 5 onz/insHiZ ALK 25 | KIF5B exon24;ALK exon20 25
® (m*ész/ — FAM 1 hig=e b a— | FAM, VIC, fﬁgﬁ;xonw;msw ALK 25 | KIF5B exonl7;ALK exon20 25
HEX ) HEX, ROX
—)L) EML4 exon6;ALK exon20 25 || KLC1 exon9;ALK exon20 25
(NA) : K OWERI GRS LI OGBS T8 D WITBIs F AR EML4 exon6;ALK exon19 25 || TFG exon4;ALK exon20 25
*oR2EBHOZ L EML4 exon6;ins18 ALK
exon20 2 n B
#2. RLEGRIEI v ABOF 21— T HBELRHER AR R BRI CHIE
LEG K& v 7
ABF a—T BRI L 7 L & G T A ROS1
B RlG 2 A7 L MR (28 —/ul)
o FAM : EGFR exon 19 VIC : EGFR exon 20 SLC34A2 exon4;ROS1 exon32 25
del S7681 SLC34A2 exon13 del2046;ROS1 exon32 25
VIC : EGFR exon 18 CD74 exon6;ROS1 exon32 25
® Lo FGERexon 2L G19a, G198, SDCE exon2,ROS1 exond2” %
G719C SDC4 exond;ROS1 exon32™ 25
® ??%MEGFR exon 20 }L{S’EééEGFR exon 21 SLC34A2 exond;ROS1 exon34 25
SLC34A2 exonl3 del2046;ROS1 exon34 25
@ iﬁM - EGFR exon 20 — CD74 exon6;ROST exon34™ 25
SDC4 exon4;ROS1 exon34 25
® [AMEEGERexon 20| yic: kras Glac EZR exonl0;ROSL exondd™ 2
_ ROX: EGFR exon20 | HEX : BRAF exon 15 TPMS3 exon8;ROS1 exon35* 25
0 C797S V600E LRIG3 exon16;ROST exon35™ 25
RLERS - & S AR CIE BN 5472 % GOPC exon8;ROSI exon35™ 2%

R R SRR I E
1. MAEEGEFRUIVYVUAXTYEVSTEERE (RNA)

PL A MET
FFPE #AA (A ST AR R R 2> S Hh i L 7= RNA 2857 & WET | o vy | BRI T EEMRBEE (26—/ul)

L., WREBEREE Y —7 Y MR L Ciitshi-7 74 ~<— MET 14 exonl4 skipping™ [ 25

Z X W IER) RNA ORI DNA (cDNA) 2&5%T 5. B R LR R - e
PCR it (F94~<—) *RET

BT O R OBE T & Tbmﬂ{l a)t‘{f: TR 72D K 9 BS 2 A 7L B MRIRE (2 E—/pl)

ICRFF SN T T A ~— % AT MERNROW G OBIZT & A CCDC6 exonl; RET exon12(® [ 25 [ KIAA1468 exonl0; RET exon12(®) [ 25
PEICL OGRS Y /X ﬂ? v B T EROYE DS NCOA4 exon6; RET exon127@®) [, [ KIF13A exon18; RET exon12®. |
PCR HEEM A 155, @

KIF5B exonl5; RET exon12® | 25 | MPRIP exon19; RET exon12*(® | 25
2. BizFEEBKE (DNA) KIF5B exon16; RET exon12® | 25 | MYO5C exon25; RET exon12@ | 25
PCR 5 (5 A=) KIFSB exon23; RET exon12®® | [ PICALM exonl9; RET exon12(®. |

=0y NBREFERI LIRS T T4 ~— 52 Hnis @, @) i
Amplification Refractory Mutation System (ARMS) {£(Z X% PCR KIF5B exon22; RET exon12® | 25 | RUFY2 exon9; RET exon12®9 | 25
;iy; o, e T:gﬁ;fy*@ﬂj 3. » (T19R)|M33 exonl4; RET exon12(8) 55 | TNIP2 exon5; RET exon12@9 25

DT DNA BRI 7 T A ~—1% 3 AR 23248 BRI IRl 5112
S . (18), .

TE’@E’J LA LS ICEE AT D, BRSO L = 05 (%l)JXl exonl0; RET exon12 5 WAC exon3; RET exonl12 25

~—O FRIGOE RO IEGIN—E LTG5 OH, T4 ~— R R BRI T C e
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AR it O T TE o B AR 128 5 e OV I HH R DAETDAREMENH D,
EGFR
x| BRI A THRNRHEE | =7 | BRYA T H/NMRHEE 3. PCRIZ/ERTTE
Vv (ZERFE (%)) % (ZEHRFE (%)) HEE S REOFR, PCREIGOEIL, 7 nAa s Ix—va il
G719A% 1 D770_N771insG* 1 NEETHZ L, BETF2—7, BiET v, Xy bR ED
18 G7195% 2 V769 _D770insASVF | 1 PCRIZHE AT 248 BBIE, 7 VPCREUG KK & AR A hPCREG K
G719C* 1 D770_N771insSVD 1 TIEENEO b DEMER L, L TIH LW &, kD s
E746_A750del(]) ¥ | 1 V769 D770insASV | 5 RAILHIX—V A v ERTOTD, TS —E Uy BT
E746_A750del() * | 1 H773 V774insNPH | 1 YT EMEMT S L,
L747_P753>5* 1 D770_N771insGF 1 .
E746_T751>1 1| 20 N771_P772insH 1 4. PCRIRJG - $R1F i
£746 T751del 1 773 V7 dineY 1 WRABO O BICIE, MEICEEL TP WEETHZ &, &

19 E746_T751>A 1 H773 ;/774II’ISPH 1 EH%E i B > ]\ 5‘; b4 7‘75,1‘ {Tj‘% L/j:: %ﬁf&%éﬁ%‘(&f))\ l%i;‘?"é}i‘}‘_t“
F746 S7505A | 1 V769 D770insGSV | 1 Ta—TIRMSNENL S BET 52 &

E746_S752>V 1 N771_P772insHH 1 LEG&}/J‘L; vz AA, LEG&FE\ vz XB@i@O < 0 & Fﬂ%*ﬁé?{) Z
E746_5752>D 1 P772_H773insDNP | 1 &

L747_A750>P 1 D770>GY 1

L747_T751>Q 1 D770_N771insGD | 1 5. ZOMODBEEER

L747_E749del 1 D770_N771insGL 1 « FEPEAf#7> HliH S 72DNA/RNAZ, ERF ORI~ U [
L747_T751del 1 N771>GF 1 EREICL b/ ZREDNAN 7 v A Y 7 iz
L747_S752del 1 N771_P772>SVDNR | 1 D95 L TPCROFFH & L THEE L7 R 2 AN HHDOTH
L747_P753>Q 1 D770_N771insGT 1 BHIoZ & .

19 L747_T751>S 1 N771>KL* 2 < KL OREIZ S 2 RO & DI EWE IS\ CRE 1T o
L747_T751>P 1 || 20 N771_P772insVDN | 1 AR, B ) 7' &V RIEEY37 mmol/L, AF I ~E/ L
L747_S752>Q 1 P772_H773insTP 1 2g/L, =% /=217 mmol/L, F¥ L 205%KT1%, 707

L747_K754>QL 1 H773>PNPY 1 % —BK01%, /3T 7 1 20.5% K U1 % £ CTHREFAE ~D R
E746_K754>EQHL | 1 V774_C775insHV* | 1 o S Y
L747_S752>Q 1 H773_V774insAH* | 1 ( Fﬁlf =5 (; ,ﬂzﬁ ;ﬁ) ]
0 T790M" 2 . TUDT%bkuiﬁﬁe’%%I&TﬁEﬁﬁ?“;’ AT SR ARG L. i 90 IR
C7975%* 1 o L858R* 1 Lieob, TOFEEMAND,
H773_V774insH | 1 1861Q* 1
RS R Ol E Rk (k) SR TR
- LEGEE A IR CRRE L. R T v 7 A ClRF%, 5~1080H
BRAF T 5,
BET N TEHE A7 & F/MRHURE (FR=R R VLT—ET Q—7k (NTC) % #Efii¥ 2%,
(%)) (h—% AVRNAFHRA, SEEH)
BRAF 15 V600E* [ 1 - fHB ORI (h—%ARNA/ %7/ 5DNA) % LA FICHE R
ORI E %, MERHZHRET S,
KRAS 3. #®F (F—%JLRNA) OFRHE  AREIEIXILT7—E T —K
sy | mpyy | RRIAT SRR (G mostis |waemm [NARE e
0 (HESE)
KRAS 2 G12C* [1 FEPE: 24F 10~100 - RNAZY100 ng/uL% 8 %
R B R I il DT ng/uL © : 100 ng/uLIZ AR
B e hG S ERAFIRTIE [ 2~30 * RNAZY30 ng/uL& % %
[ LDEE] HEL E&"’E’@Yf ng/pL Sty 1 30 ng/ pLIZAT R
1. BIERADHE. RIUE
AR OPERARITIE, FE/ NN B3 OFFPEMLR . X Id it =4. Bix (/77 LDNA) OFRE : ARKITLx TEREER (pH8.0)
FEAEAE 2 DA L2 F—% LRNA %/ ADNAZ AW 5, DNAjR % DNA &/ &
FEPEA 2 08, #1581, iz CHEET 5, kit RAARH ) ()
* FHRREREL O FIEIZ DWW TIIEEERY 72 YA T TV, MO FEE & /3 35 AT 1.5 ng/uL 75ng
= N M NS L Y /= i -
z T IR 2R B AR A T TV, W AR D 2 FEPEL4k 30 A ~TELF | 2ng/ul 10ng

C FRPELEL (70w 27 LA 4 1) (35 (15~25°C) TIRAF VE~2MFUF | 25~3ng/ul | 125~15ng
T5HZ L, st ot | — 1 PRAESIRIE R i

AT T 4 TR LY S ) — R M B T b PRERATA | ey 05~1ng/uL | 25-5ng

CHUNCHRE L. 24ELINICER 5 2 &

N wénzﬁﬁwmi HACOWTIR, BAMEYESo i PETTE (h—%/LRNAM)

JEERFICB T SEGFRSETFE R EO Fo| X | A HO i. LEGRTE& R v 7 A1, LEGRTRG 2 » 7 A& S Cifa LR

A 1\74’/ CHEASWIEREHELET S,

2. RADFEEE ()

e B D st B 2

D F—%LRNA /%7 7 ADNAZHT 5,

o h—

X VRNA /7 7 ADNAOHHHHEEIX, PCRIGHEEW 72 & %

Had 5 Bl & T3 2 &,

s I O b —Z LRNAL, BB L2RWEA I,

THRE L3y AUNIZHERT A Z &,

O ADNAK, B HIZHEH L Wgaix,

TR Lo HUMNICHER T2 2 &,

RO R —
MR D 2

IZIRALZRWE S

% VRNA /%" 7 5DNAUL,
& (OD260/280fi : 1.7~2.1 (HE5E)),
CHEE ISR - kT A5 X7 L7 —F (DNase, RNase) 73K
VPR, EHOMEEE, v A7 8 T%:@r
4252 &, B (DNA, RNA) 233 SAv, GRS

U~ T, FFPEALME, SOIBTREBRRS LR -

—20+£5C
—20+5CT

SIS PERT TR L

VT 7 ATR%, 5~10B LT 5,

ii. LEGWHRGREERIX, MHRNC5~10 09 5,

iii. PCRF = —7\2, RNAKIA6 uLIZ*f L C, LEGWiis G5
0.5 puL, LEGRTE R v 7 A (IXEID 185 pLz iz, AT
v 7 A TR, 5~108 007 %, LEGRTEG X » 7 A&
Z 72 O & RNAWHER G S NKL, LEGRT S R v 7 A& AT~
H O ZRNAWIRESONERILE T2,

iv. RNAWHERGREL, K ORNAW R G S GRI 2 42°C CLRER] A
¥ a—k, 95CTHMEL, K EIZBT (cDNADGRE),
H 5 ICPCRATALER TR (2T
B ICPCRATVEE THAICHE L WA 1T, fi%: DCDNA % —
20E5CTHE L, BHLINICHER T 2 &,

PCRAALEE T A2
LEGR## X v 7 AA, LEGE;#E X v 7 ABiL, HHATICS~10F[HE
Y5,
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PLFICHE» T, PCRIEJSTEZ M4 2%

F—Z L RNA (cDNA)
i IR O
« RNAWHEERSIHIE ONTZ 225 nLICLEGEEE S v 7 AA
13 uL& iz, AT v 7 ATERME, 5~100 ML 5,
X7 L7 —E7 U —K (NTC) K OLEGH:M X% Zh45 ul
12, LEGEEFE S v 7 AA234 uL& A, BT v 7 A TR
%, 5~10 ML T 5,
ii. PCREUGEZ~DIE
ik, NTC., LEGHM:d MR ORERIC S ERBMOLEGH G v 7
ZA @H#HT 2—7) ZEYHLELEITV, BT 5, LEGE
F I v 7 AAEMZ T-RNAFEE G RSHEL 5 uLx O H@DF =
— 72, LEGE£FH 2 v 7 AAZE N A T-RNAWE G SUGTATRIL
S5uLE@nH@DF 2 — 7M., Hked 5, LEGEE v 7
AAZE N ZT=NTCK RLEGHER FRIZZ N ZnON 5D F =
— N5 Loz, BT 5,
(AIARDOLEGHIG R v 7 AADRIRIL, TREEOMRIKAR 25y
w4 5)

4 ) ADNA

i BRI O
iR, NTCK O'LEGH 4%t 314145 nLICLEGEESR R v 7 A
B27uL& Mz, AT v 7 ATRME, 5~100 & LT 5,

ii. PCREUGEZR DI
Bk, NTC, LEGFHEXIRORERIZME R OLEGK e v 7
2B 8T =—7) ZHY H Uabairv, B9 5, LEGE:
FI v 7 ABEMAT- MR, NTC, LEGHM 45 nLa Ons 5
®@DF 2—T71Tz., Wt 5,

(IAROLEGHIEG R v 7 ABO RGN, VRO BRI & /0 1E

T%)
T L— AT T MIBREE A E A B EICT D,

(1) PCREOG A
FEDOPCR/NT A — & CHIE % FEi+ 5,
5. PCR/\Z A —% (QuantStudio5D4l)

TR | A v | RE R | AOeERA S b
42°C 5%y —

1 1
95°C 5%y —
95°C 25F) —

2 10 64°C 20F5 —
72°C 20F) —
93°C 25F) —

3 36 60°C 35fp | FAM, VIC, ROX
72°C 20F5 —

@) HE

c BRBEICHE S T, v =a T AE— RCCHEZE L, Hoh
UOBELED » bA T (CHiE) ([ZHESEHEEIT I,

c Fa—T T EICLEGHER R E B SN D ERN R D Z L IR
THI L,

< BRIROHIERNT, NTC, LEGHEXIR, W= v b r—/Li#s
T Ay b e LB R FOCHEZHER T 5 2 &, [BIERRD
¥EER] OISR,

2. BB EGHRE - HBH.
(1) H—~A¥4 27— :QuantStudio5 (967 =/L, 0.2mL7 =
7)) (QuantStudio5 U 7 /L% A i PCR ¥ AT AN TZH & A
FEOWREE AT D)
DNA/RNAfH ¥~ b (HE5E)
- AmoyDx FFPE DNA/RNA Kit (Cat No. :
8.02.23601X036G) : FFPEfH ik H
- AmoyDx Tissue DNA Kit (Cat No. : 8.02.24301X036G) : #r
fEsfGHLE (DNA)
- AmoyDx Tissue RNA Kit (Cat No. : 8.02.24601X036G) : #t
fiEsRiGHLiE (RNA)
DNA /RNAEEHIE /3 LR (HE2E) -
* NanoDrop1000 * NanoDrop2000
AN L
Ry LT—E7Y—=OPCRT 2 — T RUOF ¥ v 7, @hTa—7
DNA/RNAZA 5 72D DFPERREIR B Ry 4 — ROV T 4 VS —
&y hFy 7
Fa—T Ty NUF—=T7)—FE
DNAZ U —, X7 L7 —E7 Y —/K )
1 X TEfEE#E (pH 8.0)

HAMF

@

—~ e~~~
N U1 >
- =

AA
0 J
= =

—
\O
~

[AlEZRDHEX]
1. F—%JLRNA/4 / LsDNA £&
(1) MBEROHEERC, NTC, LEGHEXIROE T 2 —T HKZDv 7
FTIDOCHEZ, HHE (R6) LIhikd %,
6. NTC. LEGIEMEXBOEE (CtlE)
NTC : CHIEAB6LL ETH 5 Z &,
LEGKG S v 7 % (A1~A8) : FAM
LEGKES v 7 A (B1~B7) : FAM. VIC (HEX)
LEGE& S v 7 % (B7) : ROX
LEGI X IR © CHE25 KW Th 5 = &
LEGK&E S v 7 % (A1~A8) : FAM
LEGK &S v 7 A (A4, A8) : VIC (HEX)
LEG &2 v 27 A (B1~B8) : FAM, VIC (HEX)
LEGK &2 v 27 A (B7. B8) : ROX
FRAEE R T ST WA IRHERGETH D, FHIIE 2 HESE
%o

@

*2. F—%JLRNA (ALK, ROS1. MET. RET)
(1) CHUERIC, BEOPNED Y ba— L RIET OCHEE HERT 5,

LEG & v 27 2 A (Fa—7 A4, A8) : VIC (HEX)
s W F 2 —7 Ct<33 MOoVFs Ct<27 RO TFIEIC T,
c W F 2 —T7 Ct=27 TV Ct=33 IR E A BT

PRI % O FRA 2 HEE T 5,

kD%, PCR G % BLEWE OFEREEDN D,
RO A~ F 4 7 CHEIZ28TH 5,
[0 = M PE RGBS T DA 2 A 738G Eh T
LA, KTEA 24 7ERFETE 20, [EFH] oftil
BT AH L,

@

- Ct<28 : otk
- Ct=28 : [tk
3. 7/ LADNA (EGFR. BRAF. KRAS)

HIERTICAMR 2 > b v — ViR OCHEZ 2T 5.

LEG )5 v 7 AB (F=2—7B8) :FAM

< 175=Ct<24 : WO TFNEIZHET>

+ Ct<17.5 : DNA &% 5 L CTHREZAESE S5, 72720,

LEG iits 2 v 7 A B (F2—7 B1~B7) NEPEOSEIL. Bk

LHET B,

cCt>24 : BRIKE AT O EE R O FRE ST 5,
ik, PCR SISO EWE O EREEDID,

WRD T >~ b4 7 CHEIZ30TH 5,

[@ 7 = M E RTS8 s TR DR S A TINERE T T

LA, RIER Y A4 TEFFETE 2V, RERE] Ot

EHRTAHI L,

- Ct<30 : B

©30=Ct<33 : ACt*#HHH L, £7 LT 5,

- Ct=33 etk

@)

FOACH: BIAD Cfli — M= bo—LiEfsf (K Fa2—7
B8) & Ctfi
AR O = b e — Ll s -0 CtiEd > 7L (FAM, VIC
(HEX). ROX) (. MIULYZFLERns L, BipbvrF L
ERWRNEICHEETDHZ L,

R7. ACHEDH Y bFH 2

HOEME Bl | B2 | B3| B4 | B5 | B6 | B7
FAM 10 | 9 8 8 8 9 9
VIC (HEX) 8 8 9 8 8 8 9
ROX / / / / / / 9
ACt<Z1 > bA7 BBtk
ACt=Hh > bA 7 [k

KRASTER 122 F [ T D —FB AU~ D6 L
KRAS R FARM T —#AZZPUEHE Y 5 572, B5/VIC
K ONB6/FAM D 5 BIE & Te o To 6. RO X S IHIE A
172,
a) B5/VIC @ Ct s B6/FAM O Ctfif L 0 /h S Wh,
Bk L HE T D
b) B5/VIC @ Ct {7 B6/FAM @ Ctfiti £ 0 K& W4, ACHE
ARUNT 5%, ACtfHAY 5.58 Kiii D4 B5/VIC Bk, 5.58
LLEDBE R HET S,
¥ ACHEIE (2) & RERICEIT 5,

®)

B5,/VIC

4/7



8. BFEEFOBRHICHRIBELER

HOUWE JahiEe O

FAM 495 nm 520 nm
HEX 535 nm 556 nm
VIC 538 nm 554 nm
ROX 586 nm 610 nm

HEX & VICIE [ —F ¥ /L TRt 2

Ll R L ooyEE]
(1) BIEOHERNZ, NTC, LEGHEXR, W=y b e — L iis 1
(HPRT1) OCHEZ GRS 5 2 &, CREHROHIEE] MR

L7 Bt 27z S e WIGEIE, HERRETh S, a2 ZIx—v
3 v, LEGHPERROREDO AN, F v hoMmESb, i
BERETRETCH LR NN D D, BREETDHI &,

() WIEFIZ, PCROWIEWE DT D & IE LUV HIERS R H 72
W, IR SN v R e — Vs T OCHE Z i L CHEGRT 5 2
L.

(B) BETITEN L 725 h—FARNA %/ ADNA NFEELTH
F/MRHBELL T O, L HESND I ENH LD THE
THIE,

(trE]

*1. B

1-1. IEMEMHEER

<EGFR/ALK/ROS1/BRAF>

R R (DNA/RNA) F10FMEZRBR L= & &, 73Tk
PG oD,

- PR (DNA/RNA) #2fffEAZ B L= & &, 3HhT 5
BEFHEBICK L TTXTHECE LN D,

<MET>

PEEE R (RNA) F10FEZ R Lz & & T3 TRkicfi
bivd,

<KRAS G12C>

- PR (DNA) &10fHA R L- & &, 3 CRatkic
fHFons,

<RET>

- PEPEEEE (RNA) FI0HEAZ R Lz & &, T3 TRMkcH
D,

- PR ERE (RNA) TEEZRR Lo L &, T XTHIECES
N5,

1-2. FBEBHMERR

« RS FRELME SR E T E (DNA) 1R A2 10/R6: 0 R LIIE L

7ok & R TOCHENS28RMICE DI, 2 OCHED LT {REL
(CV%) MN10% ARG TH 5,
1-3. BEEER

< EGFR/ALK/ROS1/BRAF >

AR TR RSB R B B TR (K252 —/ul)
EREBR L&, TRCHEICELND,

AR FZE AR REE BT A B 1SR (R R 11, 2,
5% DT LA 1 7 ADNABAELO ng) ikl L7iz L&, §%
THEcELND,

<MET> (EfetEsrd ifins)

VA EE TR RERBRT A B B AR (252 —/ul) &
R LI-E &, TRCHBECHEDLND,

<KRAS G12C> (IEffetERBR b I D)

A RBRL  RERBRA SR I (BRE 1% S
LDNABAREIOng) ZRBA L E &, TRTHMICELN D,

<RET>

AR R SRR A B AR (45252 ' —/ul)
PR LIZE X, TRTHHICELND,

L LAERE] o, REOMARE AR S, B AR B

DO L

2. TOHhERESRER

2-1. XERGM
82 FHD A B~ 1 A& & 5+ T7RNA, FFPE HLf%kH sk 8 A4
T RNA, F7z 85 FIHOBE L ARG A X N, FFPE filfkH
SREFAET A 2 2 DNA 2481 U CAZER S IE A MRS LT-, Bl
BT, BETERBRHE DICRERISITRD LR ho T,

2-2. TEREMEERER R
S s A2 V== 2%y NU—2 [LC-SCRUM-Japan| %
HAE L LTIT»TWA 3 SOBKIFED 55, FiRodfs &
OATMEAEIA LT D EF 580 il & %4 & L, EGFR s 12 555
PE (190 1), ALK @& sBtE (60 1), ROST @A s 1B
% (50 f51) . BRAF WAx 7258050 (50 ) &l S ui- ik % H

Wi GHERR),
LU R RAA W R b 25 i & LT BER 2 MET Lo, i
RIFZLLTF Oy

R9. EGFREGRFEE

KA (A PCRBAX » 1)
& pAtE bt & &t
Btk 167 2 169
[tk 1 56 57
& &l 168 58 226

Btk — B3 99.4%
MM —2 : 96.6%
AR —HER 1 98.7%
B PERg =R - 98.8%
IEPER R 0 98.2%

(167/168) , 95%CI [96.7% - 100%]
(56/58) ,95%CI [88.1% - 99.6%]
(223/226) , 95%CI [96.2% - 99.7%]
(167/169) , 95%CI [95.8% - 99.9%]
(56/57) ,95%CI [90.6% - 100%]

#*10. EGFREIGZFEEBD—HFE : MEH (AHPCREEX v k)

EGFR

75 B Btk — %o Pk —Eeg R —HR
ex19del (Zg’%‘b 100% (58/58) |99.2% (121/122)
L858R 100% (47/47) | 96.6% (56/58) [98.1% (103/105)
G719X 100% (21/21) | 100% (58/58) 100% (79/79)
57681 100% (6/6) 100% (58/58) 100% (64/64)
L861Q 100% (12/12) | 100% (58/58) 100% (70/70)
T790M 100% (40/40) | 100% (58/58) 100% (98/98)
ex20ins™ | 100% (28/28) | 100% (58/58) 100% (86/86)

K40 BIEIEE L7223, 12 BlERHRE Th S—S Ty 7o
FCTHotl=, 28 I TRH LT,

#11. EGFREGFLEE

KRR (B #E NGS fi )
Ak itk pE e & 8
ik 140 3 143
(=38 0 191 191
& dk 140 194 334
Btk — 8 1 100% (140/140) , 95%CI [97.4% - 100%]
fatt—3ek 0 985%  (191/194) ,95%CI [95.5% - 99.7%]
AR —3E 0 99.1%  (331/334) ,95%CI [97.4% - 99.8%]
BHPER R 0 97.9%  (140/143) , 95%CI [94.0% - 99.6%]
FatEry b= 0 100%  (191/191) , 95%CI [98.1% - 100%]

R12. EGFREIGFEEBO—HFE : MEH (BHNGSHE)
pam | BAEEeR | mteseR | efksor
ex19del 100% (60/60) |98.5% (191/194) [98.8% (251/254)
L.858R 100% (49/49) |100% (194/194) |[100% (243/243)
G719X 100% (21/21) |[100% (194/194) |100% (215/215)
S7681 100% (6/6) |99.5% (193/194) [99.5% (199/200)
1861Q 100% (12/12) |[100% (194/194) |100% (206/206)
T790M 100% (40/40) |100% (194/194) |100% (234/234)

ex20ins NE NE NE

NE: Not Evaluable

#13. ALK ABIEF

SR &L (C - FISH #i4Y)
ik [k [=xKH & &
[k 58 1 59
[53ES 2 55 57
& &t 60 56 116

Bt —BeR 1 96.7%  (58/60) ,95%CI [88.5% — 99.6%]
Fapk—E0% 0 982%  (55/56) ,95%CI [90.4% - 100%]
R 0 974%  (113/116) ,95%CI [92.6% - 99.5%]
BRPER TR 0 983%  (58/59) , 95%CI [90.9% — 100%]
Fapkf s : 96.5% (55/57) ,95%CI [87.9% - 99.6%]
F14. ALKR & EIEF
SRS (D THC #i)
A BtE B 7 G
[k 60 1 61
=i 2 58 60
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b — ok
lk—EoR
CHELES
Fatehy sk

£ 97.7% (86/88), 95%CI [92.0% - 99.7%]

£ 98.4% (125/127), 95%CI [94.4% - 99.8%]
£ 95.1% (39/41), 95%CI [83.5% ~ 99.4%]

- 100% (86/86), 95%CI [95.8% - 100%]

2-4. TR ERAE
KRAS G12C W25 R
AMG 510 (Y R 5 7)) @ 20170543 #ER O M FH-S— M TR/
FIRRH R ERE > D I S UKD N KRAS G12C 5 28R 0
HIEAEGE S AT PERR IR 32 Bl OVSA A3 7 v BFE L9
JINKIIE i BB E S D Bk 4 86 1511 D T 118 il D kA % JHV . PCR
ERFE L LIRS IE SRS 2 5 IR L U C Bk Mgt L7,
FEEIIE 20 D@ Y,

$20. KRASEEFER

SR AL (G AL PCR i~ 1)

Ak [k =3k & i
Btk 31 1 32
(53 1 85 86
& &t 32 86 118

BPE—EL=R : 96.9% (31/32), 95%CI [83.8% - 99.9%]

[Pk —E : 98.8% (85/86), 95%CI [93.7% - 100%]

AR —HER - 98.3% (116/118), 95%CI [94.0% - 99.8%]

BRPERI =R © 96.9% (31/32), 95%CI [83.8 - 99.9%]

RS 98.8% (85/86), 95%Cl [93.7% - 100%]

*2-5. tHBEMEBRALAE
RET @& &in1
LIBRETTO-001 #5R1Z T I/ It g 7 HUEE & 4v7- RET
ARG T R AR R O A L 7= et iR o F 116 Blokiikz M

VY, NGS iEZFEE L U7 PERRIEERBE SR 2 xR & L C— 8k 2 M
PFL7z, R 21 oy,

#21. RETRAEERETF
KRS (Bt NGS frdr)

A Ik

[k

tE & 3

[

44

4

[

0

68

&

44

72

116

[ & Gt 62 [ 59 [ 121
Bt —%R 1 96.8% (60/62) ,95%CI [88.8% - 99.6%]
Fatt—%R : 98.3% (58/59) ,95%CI [90.9% - 100%]
R—FR :975% (118/121) ,95%CI [92.9% - 99.5%]
BtEfg =R £ 98.4% (60/61) ,95%CI [91.2% - 100%]
FatErg =R : 96.7% (58/60) ,95%CI [88.5% - 99.6%]

#15. ALK@h & EIEF
XA, (B - NGS i)
A ik k3 =4 & &
e 6 0 61
etk 2 284 286
& #t 63 284 347
Bt —%R 1 96.8% (61/63) ,95%CI [89.0% - 99.6%]
Fabl—E2 £ 100% (284/284) ,95%CI [98.7% - 100%]
Ak —FER : 99.4% (345/347) ,95%CI [97.9% - 99.9%]
Btk £ 100%  (61/61) ,95%CI [94.1% — 100%]
Fallfh=s £ 99.3%  (284/286) ,95%CI [97.5% - 99.9%]
#*16. ROSI&ELTF
%R SL (B 41 PCR #iAY)
Ak [k (4¢3 a i
Bt 58 0 58
(£33 2 67 69
& & 60 67 127
Bt —%R 1 96.7% (58/60) ,95%CI [88.5% - 99.6%]
Fath 2 1 100%  (67/67) ,95%CI [94.6% — 100%]
Ak —ER : 984% (125/127) ,95%CI [94.4% - 99.8%]
Btk £ 100%  (58/58) , 95%CI [93.8% — 100%]
Fatbrg =R : 971% (67/69) ,95%CI [89.9% - 99.6%]
#17. ROSIMEELTF
%L (B 4L NGS #rid)
A Ik [k [£4E3 & &
[Z1K8 57 1 58
(£33 2 287 289
A& Gt 59 288 347
it —%K 1 96.6% (57/59) ,95%CI [88.3% - 99.6%]
Rl —Eek 0 99.7%  (287/288) ,95%CI [98.1% — 100%]
AR—% - 99.1%  (344/347) ,95%CI [97.5% - 99.8%]
Btk : 98.3% (57/58) ,95%CI[90.8% - 100%]
Faplihs £ 99.3%  (287/289) ,95%CI [97.5% — 99.9%]
#18. BRAREEFLEE
*PFRSL (B #E NGS #it)
Ik Btk [£3E3 & &
e 49 0 49
3¢5 0 324 324
& &t 49 324 373
Bl —E0% 0 100%  (49/49) , 95%CI [92.7% - 100%]
Rl —Eek 0 100%  (324/324) ,95%CI [98.9% - 100%]
AfE—ER 100% (373/373) ,95%CI[99.0% - 100%]
BtEA s £ 100%  (49/49) , 95%CI [92.7% — 100%]
Faplfhes £ 100%  (324/324) ,95%CI [98.9% - 100%]

2-3. BRIRMERESAERRLIR

MET @i > Vo 14 ZAF vy B JER
VISION #8212 T MET #&in > V> 14 A% v ©r VEROH
MEAFERR X372 127 FlomiAZ vy, NGS 5% JFREE & L 7= AR
R A IR E L C— SR A2 RRt L, BRI T oY,

#®19. METEEFII Y VIARFTYEVIER

KRS (F 4 NGS ki)

KOk Rt [53E8 & &
[ ZaEa 39 2 41
[E3ES 0 86 86
& &t 39 88 127

Btk —ECE - 100% (39/39), 95%CI [91.0% - 100%]

B — sk
b — Bk
Lok
BpE sk
bk

- 100% (44,/44), 95%CI [92.0% - 100%]

£ 94.4% (68/72), 95%CI [86.4% - 98.5%]

£ 96.6% (112/116), 95%CI [91.4% - 99.1%]
£ 91.7% (44/48), 95%CI [80% - 97.7%]

- 100% (68/68), 95%CI [94.7% - 100%]

(EALEXFERKENEDIE]
1. Bk E (BIRBALE) O
(1) #f&iE. HBV, HIV, HCVEDEROBNRH D H D & LTH

wHz L,
Q) BEIC DT o TIHBP D fER AT 5 72 DR T RREH A
THZ L,

(B) By MIpTlbRnI L,

(4) PRI TRUW K ORI AT AE L2383,
THWIRTHEDOLEZT D Z &,

() REEE ZIFLEGBIIKTHRL o E LD L,

(6) FMHBARIIREIC ZFN = e, HEEHERIRA] (h 2R
5000 ppm, 0.5 %) 72 £ OIEFREZMEN L THoIcE s o
Lo ik, BEMDENITIE, FAMO TR S0 L) FoyiE
ToOMEAMT DL,

(7) RN O i 2 HRAH 5 P TR ST 2588 5 2 &

[ERSYNP NV

2. FRHLDEE

(1) RIEROWFELIFHOLOEMHA L, TOXRE - (B E
WIENOBIICEEA L2 &y

() FIKIILT IR IEAE > TRIE L. FREDSMLISNTRIFL
Fhoe, FHAMRZBS - boREH LR &,

(3) AAIFARIRIZ TS LRIAS 12 1B O IR A B S L 7= v s L
AfL, L T—20+E5CTHRAETH Z &,

(4) RO RMLE L HFERIAR O B UL, 50814 88 2 TR
AT o TR LAz &,

(5) v v hOEARHRE IR > RB L RESDOETHA L2
Z&,
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(6) AN DTaq DNA Polymerase (LEGE## 3 v 7 AA, LEGE##

Ty ABICEHEND) OHEMA L, BlE Y MR OTaq
DNA PolymeraselXfiiff L7282 &,

(7) BTORIEL, BFE TS ERFICa 2 Ix—va vy LARNE
IEET DL,

(8) HAMESULOUEN T L 4% v Ry FNTIT) 2 &, HIERIGE
T 5T Y TICIEIES ODNAZ FFBIAE N2 & £z,
BARD T ATBAKIET 4 V2 —fF EENETT > T E AT
HZ &,

9) FvU—Ad——ary Ix— 3 PO DEE% O G
Fa—TDOHEEMITI RN &,

(10) MAERIED3ERLE Ly O ALE OWREE R (A3
EE5000 ppm, 0.5 %) 1T LD H, FEBRA OV & fillE L T T
PRRCN

3. BELDIE

1) BEIZ XY A UTBERIZ DWW T, MifiZe & & RERICHE XX
WEOMEZITHY 2L, 72, ZNWOEFEETIHAICIL. FE
FEMNEIT D HEICHEV, BEETH 2 L,

(2) PCREUGHEDTF 2 —7 TR LT LN &, E72, A— b
JL—TH LRIk, PCRY ¥ U —F—"—ar ¥ I x—
aYOFRERERDIBENRD D, FISHEDT 2—T 132D FEE
Vo R85 THEICHL, EREREY S LCHEET S L,

() FEM% ORI EFEIT 25 EIT1%, BEIEWICET 2 HUZHEW,
[ BEFEN) SR PEZEBETE 72 E X L LB 5 2 &,

4) Bl TREROERE: L1, RlEEBAIZ M2 <, 7%
HEFEIRFES000 ppm, 0.5 %1272 5 K 9 (CiRfnt:, —BEigE T 57
E. BBAEREL Thb, FHETL L,

(B) Bzt Sy v F v T RS T AT v 7 55 B, &k
HEHESRARA] (F SR FE5000 ppm, 0.5 %) 12 —Buigd 7 &I
K0 B A B U C s D BERLEE SO T E BRI & L LR
52L&, INLOEETIHRICHRRTDHZ L,

[(REAERUVEZEM]
1. IFEAE
LT —20+5CTIRET S 2 L,

2. HhEM
cESERNB124 A
fE IR IIAMRIC RS B 5,

([BEEE ]
127 A A
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