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AKX DNAY—/ =Y — =7 v 7Y o7 LRkl
I, 77— DNA FHBRRIEKR OWbT 7' 0 77 2 0 H Rk
ENDaAR=F U BWV AT LA Th D, KIFMNCETIH, V&
FLAER(T T L— PR SDNA V— 7 v ST — A iR
W) o536, 707 L— M) OEFIZONTRET 5,

1. k- ESE (RO BAD)
1) Oncomine Dx Target Test and Controls
(1) Oncomine Dx Target Test - DNA and RNA Panel
O DNA /3% 6X32 uL
©@ RNA 7331 6X32 uL
(2) Oncomine Dx Target DNA Control v2.0
(D Oncomine Dx Target DNA Control v2.0 8X7 uL
(3) Oncomine Dx Target RNA Control
(D Oncomine Dx Target RNA Control 8 X7 uL
(4) Oncomine Dx Target RNA Control Diluent
(D Oncomine Dx Target RNA Control Diluent

8X88 uL
(5) Ion Torrent Dx No Template Control Kit
@D No Template Control 830 uL
2) Ion PGM Dx Library Kit
(1) IonPGM Dx Library Reagents
@ LIB HiFi Mix 6X252 uL.
© LIB FuPa 6X32 uL
® LIB Switch Soln 6X64 pL
@ LIBDNA Ligase 6X32 uL
® BCIl~16 %12 uL
(2) IonPGM Dx Library Equalizer
@D LIB AMPure Reagents 4.4 mL
© LIB Beads 6X48 uL
@ LIB Primers 6X36 uL
@ LIB Capture 6 X160 uL
® LIB Wash Soln 30 mL
©® LIB Elution Soln 9.6 mL
3) Ion OneTouch Dx Template Kit
(1) Ion OneTouch Dx Template Reagents
@O TMPL Enzyme Mix 400 uL
® TMPL Rgnt Mix 8 X500 uL
® TMPL ISP 800 uL
@ TMPL CF-1 40 uL
(2) Ion OneTouch Dx Template ES Beads
@ TMPL ES Beads 104 uL
(3) Ion OneTouch Dx Template Solutions
@® TMPL Oil 450 mL
©@ TMPL Reaction Oil 22 mL
@ TMPL Water 320 uL
@ TMPL Recovery Solution 280 mL
® TMPL Wash Solution 15.2mL

® TMPL Rgnt B 2X12mL
@ TMPL ES Rsp Soln 1.04 mL
(® TMPL Neutral Soln 80 uL

© TMPL Tween Solution 2.24mL

1)

(4) Ton OneTouch Dx Template Supplies

@ TMPL Amplification Plate 8 t&

@ TMPL Recovery Router 8 1@

(@ TMPL Recovery Tubes 16 &

@ TMPL Sippers 2R

® TMPL Reagent Tube 2R

® TMPL ES Tip 8§ A

@ TMPL ES Strip Tube 1Ny
® TMPL Cleaning Adapter 8 f
TMPL Emulsion Cartridge 8 f
TMPL Reagent Tube Labels 1ty hk
@ TMPL Sample Collection Tube IS4

VR G ORERR LTI <L PR

2. R®E
1) 7477 VR

TATZ VRBMOTREY —7 v MEBOHEIENDIEE D, 7
Z A ~—,33%/L (Oncomine Dx Target Test - DNA and RNA Panel)
K&OVRY 2Z—+% (LIBHiFiMix) % i\ C. DNA f{k L DNA =
> hra— L (Oncomine Dx Target DNA Control v2.0 & U Ion Torrent
Dx No Template Control Kit) % U'RNA #&{f& RNA =2 he—/1

(Oncomine Dx Target RNA Control & OF Ion Torrent Dx No Template
Control Kit) % W#55. L7z cDNA D& —/4 v b HE &2 KB i 11
EEH D, ZOLRIIAY AT LTI E E RV RHT LB E

(7754 AL 4L A5 AKX VRT Dx) (@ &5 -
13B1X10227000004) T1T79,

SoniigEy (77 ay) i, MEON—a— K74
TREDTA = a v EITHEOIZ, LIBFuPa # VT T A
~ —EF 3RS BT b S b,

Pl 7 & 7% & 16 BHEOEA D/ N—a— NEFIfFE DA T &7
Z THER SN TWAHT X 7% (BCl~16) %, LIBDNA Ligase %
AW A r—v a7y aroRmEST 5, Z0F
HBIZE D Bk E KB REEHOBE (R D EBEDOBRIKE)
M7=V SNt b ERICERBATRE & 72 5,

T HTEDORKIEBIL. LD AT v T THNWS T T4 ~—if
GO, FFEOHREFOL IRFF SN TnD, 77 ay
IE—F ORI Pl 7 X7 H BT S—=— RS & D A
TETEERD, £, HiRbTA S —va v OfER, 7T
U FNES & WG OmERE L AFETDH I LT D,

TAF—vavth, N—a— KBRS Z74 77 Vi, B
& B —X (LIB AMPure Reagents) ([Z¥ ¥ 7 F v — Il s 5,

REBIZ AN —a— & T4 77 ) OREE 100pM 12T 5,
%9, LIBHiFiMix & LIB Primers Z i\ C/N\—a— & F 147
U EMIET 5, HiEgR, —EEOT V7 arEEKAe—X

(LIB Beads) ~% ¥ 75+ — L. LIB Wash Soln |2 X% —#HO¥
WLRICEYERTS, 2N H0TRICL Y B Sz 100 pM
DZ A7 Z VX, LIBEtionSoln T, {EE% FR W52
L TR E— ALV BEHSETHRELND,

2) 77 L— h
T 7 LU— MRETIZ, 44> L2k Ton OneTouch Duo Dx
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(a5 : 13B1X10227000006) % O Ton OneTouch Dx Template Tz o Hotspot
Kit 2T~ 7B E—R BT, T4 75 V45§57 n— i vy SRR TR AR D
(S L RAET D, 19 | c.2235 2249delGGAA

FP. T4 77 UREIZ L o THBNTZ 100 pM D/ 3—a— TTAAGAGAAGC p.E746_A750del | COSM6223
FMI&E T4 7TV ERRET D, RNT, AU AT —F (TMPL 19 | 02235 2252delGGAA
Enzyme Mix), dNTP &7 7' L — 7 J A <~— (TMPL Rgnt Mix "fTAAE}AGAAGCAA p.E746_T751del P
& TMPLRgntB), ¥ 7 mbE—X (TMPLISP) KUt=rr ho— i insl
T T T A NED (TMPLCF-1) &5 4 75 ) %iRE LI RGIK CinsAAT
ERMT S, TSN T T~ —lE, THETH D AEBEED) 19 €.2236_2250delGAAT p.E746_A750del COSM6225
Pl fEIICHIMIIN CH 2, AT T T A ~— DB A F AL S TAAGAGAAGCA
N, W AT v 7 O7rrFr— R TOT 7L — MEE—X 19 €.2236_2253delGAAT
DOWefEE AR L, F72 Pl T I9A~—DEHIE. ~f 7o — TAAGAGAAGCAAC | p.E746 T751del | COSMI12728
XD B 7 TA ~—IHNTH B, ISPIE, R ~—hi KN A
P OREZHEAHKAET LB T I ~v—THk S5, B774 19 | ¢.2237 2251delAATT | p.E746 T751del
~—EFX, FT 7Y 2 ORGICALET D Pl- B B OfEIK AAGAGAAGCAA insA COSMI12678
(AR TH D, \ 19 | ¢.2237_2253delAATT
, :E‘?/l/‘:/\ = :/7\7“_‘ ]\ U b4 1\/ <TMPL Err}ulsion Cartridge) éZJiFFS AAGAGAAGCAACA p_E7467T751del COSM12416
wWEBYd, T~ varh—r v P%A 4L LR Ton insTTGCT insVA
OneTouch Duo Dx @ Ion One Touch Dx (& ET 5 &, KIGEMA =

. = R 19 | ¢.2237 2255delAATT

AV ar— )y VDT A NE —EFEE L, =Y a Uil - p.E746_S752del
PEREND, 70— BIEOE DA D DNA 4 7R AAGAGAAGEAACA 1 v COSMI2384
B s R E—XEGATHL I ICHESR TS, ToL TomsT
VaviBnsF T ay 7ICfAENTLT L —F (TMPL 19| 2238 2248delATTA | p.L747_A750del |\ ov/0o o)
Amplification Plate) (238 A S5, =<y a U |A7TL— A AGAGAAGinsGC insP
IZHEA &N 7%, TonOne TouchDx 28 PCR ¥ A Z )b « 71 75 A 19 | c.2238 2252delATTA pL747 T751del
ZBRMG L, Elx D=L Y a VNTHEIER T, v—2 2 AGAGAAGCAACins | = - COSM12419
U TATF YT L=k (5475 U ISP) BMERSh 5, GCA insQ

Ion One Touch Dx |2 X » TIE S 7= 4 7 Z U ISP Z[EIUL L | 19 ©.2238 2255delATTA
ARV RTEY L Ta—T 47 LA E—X (TMPL ES AGAGAAGCAACAT IILE7467S752del COSM6220
Beads) & 36424 ¥ 2~— h 5, AL —REv A 7 rE—X c insD
J;C:fgfp? éiﬂf:?/l’ 7\~5 U ] l:Zl‘?“/ %?& 2 Afﬁ DNA ‘:%/El\j_ 19 ¢.2239 2247delTTAA
b, WIEPRO DN~ A 7 b —X, FTIA[f~— TITA~ GAGAA p.E746_R748del | COSM6218
— XA ~—FKOdNTP (%, £ 4> kL > bk Ion OneTouch Duo Dx I TR TV L7247 A750del
@ lon OneTouch ESDx T—H# D ¥ LRIZL VEREIND, TV e BRI COSM12382
7V Wil % IV T DNA S8 25 S % = & T, 1 484 DNA R1E GAGAAGinsC insP
DIATZ VISP HEL D, BIEESNTZTA 7T U ISP (T HFHE 19| ©.2239_2251deITTAA | p.L747_T751del COSM12383
% (TMPL Neutral Soln) (2 > T pH 23HF1 X4, TMPL Sample GAGAAGCAAInsC insP
Collection Tube (ZEREX S5, 19 €.2239_2256delTTAA

HD gy hm— LT 5 S Ak CF- i, TR A SR O PI fEb & GAGAAGCAACATC | p.L747 S752del | COSM6255

FO2ARGA ) AR LAF R THY | 77 b— b SIS’ T

MmEhd, CF-1 O AL, 7477V LIXBIT D AOMA DK %5

o, CFR-11%, 727 v—k r é)ﬁ@&zﬁ:/—f/:wf/?nmu fibh 197 ] ©2239 2258delTTAA 1\ | 210 prs3gel

HEMRET A0 + VT 4 Fx v 7 IHHESND, GAGAAGCAACATC | o~ COSM12387

TCCinsCA insQ
3) A5 D R AR 19 | ¢.2240 2251delTAAG | p.L747 T751del
Adhlx. BRAFV600E Z ¥ EGFR #fs AR (=7 YV 20ffA AGAAGCAA insS COSM6210
ERAERRL) \EGFRjﬁE%I 7 20}@]\%‘55&HER2(1§RBB2) 19 | 2240 2254delTAAG
BiR FRR, ALK OIS F. ROSI @A £, RET il ikl AGAAGCAACAT pL747_T751del | COSMI2369
ig\g;;{;j;; V14 RAF¥y B SER L ORET Bis T4 19 | 2240 2257deITAAG D747 PT53del
- ° AGAAGCAACATCT | - = COSM12370
At EGFR #ARTARIZB T DG 5 (=27 > 2 20 ff <
AR A ) 20 | ¢.2303G>T p.S7681 COSM6241
> . B Hotspot 20 | c.2369C>T p.T790M COSM6240
N D 21 | c2573T>G p.L858R COSM6224
18 | c2125G>A p.E709K COSM12988 21| c.2582T>A p.L361Q COSM6213
18 | c2126A>C p.E709A COSM13427 21 | e25821>G p.L86IR COSM12374
18 | c2126A>G p.E709G COSM13009 0 EGFR S T 7 ¥ o 20 6 A B 551 5 Kt
18 | c2126A>T p.E709V COSM12371 jy Hotspot
18 | c2155G>A p.G7198 COSM6252 Ny IR VA ¥ D
18 | c2135G>T p.G719C COSM6253 20 | ¢.2284-5 2290dup D.A763_Y764ins | COSM26720
18 | c2156G>C p.G719A COSM6239 FQEA
18 | c2136G>A p.G719D COSMI18425 20 | ¢.2308 2309insGGAG | p.A767 S768ins | COSM123534
19 XZAZT?X?«?Z?XZAGG p.K745 E749del | COSM26038 CGTGG SVG . 4
20 | ¢.2308 2309insGCAG | p.A767 S768ins | COSM18429
19| €2234 2248delAGGA | pK745_A750del | COSM119079 g VG
ATTAAGAGAAG insT ! 20 | c.2301 2302insTACG | p.A767 S768ins | COSMI165174
19 ;i?:aizéidelGGAA p.E746_E749del | COSM28517 TGATG YVM 0
20 | ¢.2303 2304insTGTG | p.M766 A767in | COSM20884
L—F—H AR EBR TSRS
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=7 R 73 omam | Howspot
e 1D
GCCAG sASV
20 ¢.2319 _2320insAACC | p.N771_H773du LANNVO1
CCCAT p
20 c.2314 2315insGGCA | p.N771_P772ins | COSM166390
CcC RH
20 c.2314 2315insACCA | p.N771_P772ins | COSM693120
CC HH 7
20 ¢.2313_2314insTTG p.-N771_P772ins | ¢.2313 2314i
L nsTTG
20 c.2314 _2315insTCC p.-N771_P772ins | N771_P772in
L sL
20 ¢.2319 2320insCACC | p.N771_P772ins | OMINDELI11
CCCAC PHH 22
20 €.2322 2323insCCCC | p.N771_P772ins | COSM684509
ACGTG PHV 8
20 c.2315_2316insGACA | p.N771_P772ins | COSM48923
CACCC PTH
20 ¢.2313_2314insACA p.-N771_P772ins | c¢.2313 2314i
T nsACA
20 c.2313 2314insACC p-N771_P772ins ONVO01
T
20 ¢.2313_2314insGTC p-N771_P772ins | COSM692232
\ 8
20 c.2311_2312delAAins pN771delinsGF COSM18431
GGGTT
20 2?131—1172311delA1nsG pNT71delinsGY COSM53189
20 ¢.2313_2313delCinsG p.N771delinsKG N771delinsK
GGG G
20 ¢.2312 2313insACT pN771delinsKL COSM7643814
20 ¢.2311_2312insGTGG | p.N771delinsSG | COSM165174
CC H 4
20 c.2311_2312insGTC p.-N771delinsSH | COSM24434
20 c.2311_2312insGCAC | p.N771delinsST | COSM692014
CC H 7
20 c.2311_2311delAinsGT pN771delinsVH COSM502300
CcC 7
20 ¢.2313_2314insAAC p.D770_N771ins | COSM13003
N
20 ¢.2309_2310delACins | p.A767 V769du | COSM13558
CCAGCGTGGAT p
20 ¢.2309_2311delACAin | p.D770_N771del| MATNV09
sCTGGCC insAGH
20 ¢.2316_2317insAACC | p.D770_N771ins MAN123
CcC NP
20 ¢.2316_2317insGGAA | p.D770 _N771ins | P772_H773in
ACCCC NPG sGNP
20 ¢.2320_2321insGCAA | p.D770_N771ins | COSMS51544
CCCCCACG NPHG
20 ¢.2317_2318insCCAA | p.D770_N771ins | P772_H773in
CCCcCC NPP sPNP
20 ¢.2310_2311insCAGC | p.D770_N771ins | COSM497010
GTGGC QRG 7
20 ¢.2310_2311insGGCA | p.D770_N771ins | LANNVO03
AC GN
20 ¢.2310_2311insCCA p.D770_N771ins ONVO02
P
20 ¢.2311_2312insGCGT | p.D770_N771ins | COSM165174
CGAAA SVE 3
20 c.2311_2312insCCA p.D770_N771ins | COSM502300
T 8

>7 HOEAER 7omgn | O
e 1D
20 ¢.2310_2311insTAC p.D770_N771lins | COSM123803
Y 0
20 ¢.2309_2309delAinsC | p.D770delinsAN LANNVO02
CAACCCCCC PP
20 ¢.2309_2310delACins . OMINDEL12
GTCC; p.D770delinsGP 00
20 ¢.2308_2309insGCAC | p.D770delinsGT | COSM698351
AC H 0
20 ¢.2309_2312delACAAi | p.D770_N771del| COSM12737
nsCTGGTGG insAGG
20 ¢.2310_2311insGCAC | p.D770_N771lins | COSM20886
CGTGG APW
20 ¢.2310_2311insGGT p.D770_N771lins | COSM12378
G
20 ¢.2310_2311insGGC p.D770_N771lins | COSM13004
G
20 ¢.2310_2311insGGG p.D770_N771lins | MATNVO05
G
20 ¢.2310_2311insGGGT | p.D770_N771lins | COSM655155
TT GF
20 ¢.2310_2311insGGGT | p.D770_N771lins | COSM48921
TA GL
20 ¢.2310_2311insGGCA | p.D770_N771lins | COSM123802
CA GT 9
20 ¢.2310_2311insCAC p.D770_N771lins | OMINDEL10
H 81
20 ¢.2311_2312insTGGC | p.D770_N771lins | COSM26719
CACCCCCA MATP
20 ¢.2311_2312insGCGT | p.A767 S768ins | COSM13428
GGACA SVD
20 ¢.2308 2309insGTT p.D770delinsGY | COSM12427
20 ¢.2308_2308delGinsA | p.D770delinsNN | OMINDEL10
ACAACCCCC PH 78
20 ¢.2319_2320insCAC p.P772 H773ins | COSM12377
H
20 ¢.2319_2320insAACC | p.D770_N771lins | COSM12381
CCCAC NPH
20 ¢.2319 2320insCCCC | p.N771 P772ins | COSM12380
AC PH
20 ¢.2316_2316delCinsTC | p.P772 H773ins | H773_V774in
ACCCTCACCCT HPHP sPHPH
20 ¢.2319_2320insCAG p.-H773_V774ins | COSM131552
Q
20 ¢.2319 _2320insACAC | p.H773_V774ins | COSM372781
AACCCCCC TQPP 3
20 ¢.2317_2318insCTAA | p.H773delinsPN | COSM173576
CCCCT PY 1
20 ¢.2317 2318insGTT p.H773delinsRY MATNV08
20 ¢.2321 2322insACAC | p.P772 H773ins LANNV04
GT HV
20 ¢.2319_2320insTAC p.-H773_V774ins | OMINDELI1
Y 68
20 ¢.2317_2317delCinsA | p.H773delinsNP | H773delinsN
ACCCCT Y PY
20 ¢.2317_2317delCinsTA | p.H773delinsYN | OMINDEL11
CAACCCCT PY 60
20 ¢.2317_2317delCinsTA | p.H773delinsYD | OMINDEL12
CGACCCCAACCCCT | PNPY 01
20 ¢.2302_2303insTAGC | p.M766_A767in | COSM13559
CA sAI
20 ¢.2302_2303insCGCT | p.M766_A767in | COSM12425

GGCCA

SsATL
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=7 R 73 omam | Hospot
Va4 ID
AC DG
20 ¢.2310 2311insGGGG | p.V769 D770ins | COSM85795
AC DG
20 ¢.2312 2313insGGAC | p.V769 D770ins | D770 N771in
AA DK sKD
20 ¢.2309 2310insGCGT p.V769 D770ins | COSM165174
GGAGA ERG 2
20 ¢.2307_2308insATGG p.V769 D770ins | COSM28638
CCAGCGTGGAC MASVD
20 ¢.2308 2309insTGG p.S768 V769ins | COSM650651
v 4
ok [EFRB R (EZR]

>7 HOEAER 7 omER | O
v 1D
20 c.2314 2315insACC p.N771 P772ins | COSM123803
H 1
20 c.2314 2315insACAA | p.D770 N77lins | OMINDEL10
CC NH 84
20 c.2312 2313insACA . OMINDELI11
- p.N771delinsKH 2
20 ¢.2311_2311delAinsCC . MATNV04
- p-N771delinsPH
CC
20 c.2311 2312insCAC p.N771delinsTH | COSM22946
20 ¢.2316 _2317insGGCA | p.P772 H773ins MATNV02
CC GT
20 ¢.2322 2323insCACG | p.P772 H773ins | COSM22948
TG HV
20 ¢.2316_2316delCinsA p.P772 H773ins | COSM12388
ACCCCT TP
20 ¢.2316_2317insGTT p.P772 H773ins | COSM255205
\
20 ¢.2317 _2318insGCC p.P772 H773ins | OMINDELI11
R 56
20 ¢.2318 2319insACA p.P772 H773ins | OMINDELI11
Q 58
20 c.2316_2317insGGCA D770 N77lins c.2316 23171
ACCCC L — nsGGCAACC
NPG
- CC
20 ¢.2320 2321insCCCA | p.P772 H773ins | COSM123802
CG HA 8
20 ¢.2319 2320insAACC | p.P772 H773ins | COSM502300
AC HN 6
20 ¢.2316 2317insACAC | p.D770 N771ins | COSM697729
CCAACCCC NPTP 6
20 ¢.2303 2305delGCGin | p.S768 V769del | COSM698477
sTCC insIL 9
20 ¢.2303 2305delGCGin | p.S768 V769del | COSMS85750
sTCT insIL
20 ¢.2303 2304insTGTG | p.S768 V769ins | COSM165174
GCCAA VAN 1
20 ¢.2313 2314insGTGG | p.S768 V769ins | COSM20885
ACAAC VDN
20 ¢.2316 2317insGTGG | p.S768 V769ins | V769 P772du
ACAACCCC VDNP p
20 ¢.2307_2308insTGCG | p.S768 V769ins | COSM12379
TG VvC
20 ¢.2308 2309insGCAC | p.S768 V769ins | OMINDEL10
CGTGG VGT 60
20 ¢.2308 2309insGGGT | p.S768 V769ins | COSM18430
CGTGG VGV
20 ¢.2310 2311insTACGT M696225
GATGGCCAGCG”?S DATE Yrtsins | 6
YVMASVD
GAC
20 ¢.2308 2309insCCAG | p.M766_A767in COSM12376
CGTGG sASV
20 ¢.2308 2309insGGGG | p.V769 D770ins MATNVO07
GG GG
20 ¢.2321 2322insCCAC | p.P772 H773ins | COSM18432
GT 150
20 ¢.2322 2323insCCAC | p.V774 C775ins | COSM417022
GT PR 3
20 ¢.2316 _2317insGACA | p.V769 D770ins | COSM165174
ACCCC DNP 5
20 ¢.2315 2316insGGAC | p.V769 D770ins | COSM684509
AACCC DNP 9
20 ¢.2310 2311insGGCG | p.V769 D770ins | COSM22955

AKbiE, TROEESOBESHEDOHZ B L LT, ST 2
BEFEREFEZRET D,

AR

i T2

BhdE % =4

FE/INHR N e

BRAF V600E %5 5

BT T 2=T R
VAEREE KRN T
AF=T TAF
VAR F Y R
ey

EGFR J#f5 12550
(=7 Vv 20 TN AR
<)

FI74F=T, =
I =g
W, 77 7F=7
~ LA VB, A
VANTF =T A
IVERME, X =
=7k, 73
N x<7 (s
T ) ROT
BAF=T XL
BRI AKFN )

EGFR #fa1-T2 V> 20 ffi
N

TINVHE~T
GBI T-H %)

HER2 (ERBB2) ifm 754

N7 AY X~T
FNT AT
GBI THlR %)

ALK & #in 1

IVSF=T T
Vo F =TI
W, 7V 75=
7. uLgF=7

ROSI1 &85 T

7V IF=T,
X L F=7

RET @& 8@ 5 1

ANV TF =T

MET #5727 ¥V 14
A BT E

T~ F =T Wk
#okF, 7HRF
= 7RI K

FORBRAE

BRAF V600E %5 5

Trag 7=
KO =XAF=7

RET @& 5 1

ANV TF =T

SRR, TSI

RET jEfn 14 R

ANV F =T

A=Y —H1FEBT BRI
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[ERAEE]
1. ERAFEDOHNE

FERZ W TR — —H A RESRTDHZ
1) Yo7

(M

@
(€)

D3 KB D IEFHAREAR A GRS RIAR & & Te) 2> HAlH -
FE#L L 72 DNA &U RNA B TFORMICEET L2 &%
R 5 (7w MeikEE LTIL. DNA10ng, RNA
10 ng # i), ZOMOMKDEMAIZEH L Tlida—%—
A RESRTLH L

[ VIR
DNA 0.83 ng/uL UL |
RNA 1.43 ng/uL UL

Torrent Suite Dx Software /&Y > 7 AFH 2 A 17 5,

Ion Torrent Dx FFPE Sample Preparation Kit )& @ Ion

Torrent Dx cDNA Synthesis Kit (#£%%) % T RNA R4,

Oncomine Dx Target RNA Control Diluent T 5 7> U AR

S 72 Oncomine Dx Target RNA Control, No Template

Control DW#EF % T 7T A K/3A 4 AF 5 X VRTiDx
(B &S+ 13B1X10227000004) TAT 5,

2) T4 77 ViH

(M
@

(€)

4

)

(6)

Q)

®)
)

Torrent Suite Dx Software 2574 7 7 ViEHwAE A3 5,
DNA /$% /L, RNA /$%/b, LIBHIiFiMix %{£/ L. DNA
1K, Oncomine Dx Target DNA Control v2.0, No Template
Control, WHRE L7~ RNA KK L2 ha—uhb ¥ —
7y NMEROWIEE T 7T A4 KA 4 AT AKX VRT
Dx (@& 5 : 13B1X10227000004) TIT 9,

LIB FuPa 2L, 77V a v ORGEDOHEILET 7 F
A KL F L AF 5 X VRTiDx TIT7 9,

LIB Switch Soln, BC1~16, LIB DNA Ligase Z#ff/H L. ~
—a— RT7EZTEOREET T4 AL F VAT LR
VRTi Dx T17 9,

LIB AMPure Reagent ZffiH L, N—a—R x4 775
U ORERELT S,

LIB HiFi Mix, LIB Primers Z{/H L, Ff L=/ \—a—F
MHESATSYDOWIBELET 754 AL F AT AR
VRTi Dx T{T 9,

LIB Wash Soln Zf# Jfl L, LIB Beads OF{#l %179,

I8 L7~ 5 A 75 U IZ LIB Capture DFMEZ1T 5,

IR L7 7 A 77 VICFHMRYE 7+0 LIB Beads # /il %., LIB
Wash Soln THEFZ1T 9,

(10) LIBElution Soln #fiH L. 74 77 U OEHEITH,

3) T L— hH

(M
@
(€)

4

€

(6)

Torrent Suite Dx Software 7> 5 Planned Run Z 1Ef% L. 34T
2179,
P TNTAT IV Earta—LI4T T DRGSR
179,
A 4> kL b Ton OneTouch Duo Dx (JEH&E S :
13B1X10227000006) @ Ion OneTouchDx 7 YV —=27
2179,
Ion OneTouch Dx Template Reagents, Ion OneTouch Dx
Template Solutions D —#FFK, Ion OneTouch Dx Template
Supplies ® —¥BIHFEMZEH L, 44> FL b Ton
OneTouch Duo Dx @ Ion OneTouchDx Ot v N7 v 7 %#A4T
3% L7z Planned Run Z FEONH L CL 7 & EITT 5,
Ion OneTouch Dx Template ES Beads. lon OneTouch Dx
Template Solutions D —##FK, Ion OneTouch Dx Template
Supplies ® —¥BIHFEMZBEH L, 44> FL b Ton
OneTouch Duo Dx @ Ion OneTouch ES Dx D&~ v 7 v
EITV, T U RETT D,
e ST 4 77 U ISP DRI AT 5,

4y = v T R O
FRMTRE SR DT CEAE B RT H 2 &

2. HAAZEICHETSEALOIE
OV TIE =T A FE2BRTH &

D IR, AT TV, T L — MR, v —7
TV T OETRTHASNSF v ME, T CTHMIR
WOEShZa v h TOMAGDETLEHATE 0,
%W%Mow CBOHIRE R v N ESOMAE DY BN
R H&

2) Mﬁaamg%@ﬁ%u%miﬁ(u~mm>m%bfﬁ%
THZE

3) OB HHREO Ly MRIEIZP SV EFTH 2 &,

[ERALEDEE]

1. EEREARANIR
POV — =1 RESRT 52
1) WERKOMEE, BRIk

() WMEBREITIBAMBE» M L7z M5 A DNA KO
RNA #fH W5 Z b, mu~< Y UEERT 7« > af (FFPE)
B S OZEE ORI . HiEEIZI1X. Ion Torrent Dx FFPE
Sample Preparation Kit M % #E5E5 5,

(2) ARSI AR DI U IR & fEr & & LT
%M, FFPE B T 25613, AARBY 205 )
DR R BRI B BRI | LT o I E
THZ &,

BB L AR R S B EEAT O 2 &

+ 10%PHEREf AR L= U UIRIRT 6~48 BERIDEE %17 5

e

P U EEE I, HRIEIC

VN, IR R B A R D

TWE%HﬁﬂIi% ARy @uEMT MEEREND
. ERRAE OMEREIT O

-%@@#mmAm&wﬁ&: 5

(3) #EEERhH ORTIZ, BRELL 7ok O HE é%: TUN, JEEEA
M 30%U ETHDLEIERT LI L, ENEHIS RV
A (EHEEIED 10%LL 1 30%A0) 13H T IEREE >
DODBRERE (w7 ud 4w r v ay) 2EMTD L, P50
WA AFEES O L3RR AR R R B A
BT HZ &

4) BEBROVBVED /7 ara s X I x—TarE#iTs 2L,
*ﬁﬁiv’“:~7“@ﬂeﬂo v TOFRITIRIED DX & &
ORIEORBICEET L L, MERRE S LagEse
RNZ L ROMERE O 25T, BV =SS
OLEBEBIGERNIEETFDL L,

(5) BADOEERIT, 5E SNTRIKORTEREE 2R 5 2
&,

(6) WHI 2 BOBAEEZ VTV & LT HMIEH T 0B
v 77— DRI K o TRIRBIEIN D WREERH U |
EOREFITHIERTR & 72 D,

(7) EGFR T790M B5HERBFE TR 2 ZKIBHE LTOAF v AL
F =7 OHIHIE DRBI ZAT 5 BEAKGRO (R 32 W A 12 3
& DORIFEVETFT S LTz,

8) =X M7 F =T OERKRRBRICHD < 22 3= B
A L ORIEEMERBUTE STV,

(%Mxﬂan% IZDUNT, AR & kHIRE Tl e e p

5720, HEMENARA—EERDAEENR DD Z Lk,
A&@%ﬁ%+%ﬁ@%thfﬁ%#é:&

X % dsDNA & ORIEFEEIT
ek

Tt
D

2) WiEWE - WESA - SZEROGNE
(1) WiEWE DR
AT AU O Rl U 72 BRI 2 iR 2 & LT
% %3, Ton Torrent Dx FFPE Sample Preparation Kit % i\ > C FFPE
B BRI L2 B OO TRFT LR R, LU AR

A= —H1FEBT CBETES
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RERODHRE AT A RIF S0, okt ML

TiE, BETEAT o T Zuy,

sXF 7 4~ FFPE BAHERIC Wb 5 BEmE (|

HHEISND LVD 415),

FUL U EBAMLE OB AT 7 0 O TRICHWL

HAEWE GEEEE SNDERED 6 %),

TF ) =)V BT OB T 7 0 O TRICHAN S

NabFmE RERESNLFED 4 58),

a7 7 —8 K o TRAPICHW 2R (B

HOTERBIEE T EMAESNDG a7 7T—E K O

B0 10 f548).,

BBRERO TROWG Ny 7 7 — & R 5E S IR

0 (V& HRIZ Wash 2 D3RR S L7356 D 10%1C “')c

©® ~E/nry: lel i& //\7"5 (4 mg/mL, CLSIEP7-
A2 (Appendix D) | DHELERED 2 %)

@ z=eA R HORHE é’k@/ﬂ@lﬂ B EN D NEMEDIRIK
(BERMRIEIC L » THE2 D)

® ® © ©

S

(2) ZFERUSE

F a3~ A ™ Dx Target Test ¥/LF CDx ¥ AT LD
DNA /XL OVRNA 2SR VBT 57T A ~—% insilico
REAEGHERRATIC & 0 RS — 7 = o R~ Iy B % 5
L7, B b, EE, fiE, KOUVANVADT 7 KK LT
Bowtie (v0.12.7) Z AW Tk L7z, ZDOFER, Al DNA
/\"*/V&URNA/\“*M’&; 7T A = —EZEHIS Y OB
iz L. 774~ —IJIRRER D D T LR S,

8 RET p.M918T O AF

9 RET p.A883F O AF

10 RET p.D898_E901del @ AF
10 RET p.C634G 0 AF

LOD
e . . .
b (i NYT b - AR
(U — ¥yt
ROS1 | SLC34A2- .
5159 U—FR
ROS1.S13R32.COSF1259
ROS1 | CD74- .
4540 J— K
ROS1.C6R34.COSF1200
ALK | EML4- .
367.1 V—1N .
ALK.E13A20.AB462411 /N
ALK | EML4- | Rt
508.5 U — R
ALK .E6aA20.AB374361
RET | CCDC6- .
405 Y — K
RET.CIR12.COSF1271
RET | KIF5B-
321 U—F
RET.K15R12.COSF1232
RET | CCDC6- .
220 U — R
RET.CIR12.COSF1271 EPN
RET | NCOA4- . I
285 U — R
RET.N7R12.COSF1491

#Hr. RET @& #1570 LOD T b v MRIEICE W HEH,

12 ROSI A T- R O ALK Bl& 8570 LOD 137 ey M4y

LOD 19
o 2 ?‘Dﬂhwﬁﬁ . . s T NYT b (Normalized Read Count | 73 AfE
OV TIE =Y =1 P22 RT DL "19 04 (NRC%))
) #7737 x2=TFAVNVEBER RN T AF=T VAFILA
LRFY RN, 774 F=7, zanF=THEgEE, 7 ver | MET 201% FE/INA
TrFmTw A VBE, AV ANTF =T AN, ¥ MET.MI13M15 i}t
RF=TAKI, 2V YF =T TLIF=THEEE. 7Y FY by RERIEIC R D B
FF=F aLrFTF=T =X RLITF=T EBANHF 19 Normalized Read Count (NRC) : MET M5 =2 ¥ > 14 A% v
=7 FIRYRYT FAV AT (EETHMZ) . © ErTERDY — KB hr—h, AT £ET RNA
V5T 2= T ROC=AF =T, T v F = TR RO — P
Vi, TRF=THEBERTY, T I N =T (BRI N
2) ROTEAT =7 A VBRI BT 5 A 31T 3) BRI
AR O CEE BT LERT 5 L, (1) =Z—F—HA FIZFEHEH L TWDLEIELINIITDRN T &,
2) ASIE. BEICHV S DNA XiE RNA 12 Tl _Tfﬁﬁdx WA SCEIC R S A B R OVHE - AEICiE- T
& (LoD) A LboNy 7 M»a.izn LA AT L
HEINDZ PRI T WD, REOVERIZIZRA 2 H ®k (2) RfhI% BRAF V60OE 2 %, EGFR i#ifs A%, EGFR #{5
2. Fx V20 fEAZLE HER2 (ERBB2) i#infZ5H,
wiEr  |suron | O OV ALK BAEE T, ROSI BRAEE T RET BAMIE T
ﬁ&:%(%AF)) - MET #5727 YV 14 A% v B2 7B E KO RET #ix
bRar Ve [oavnr FEROBMAN D% 7 1T, 4777 5= 5
EGFR T790M S 7%AF VIVBRIE R DN N T AF =T DAF VAR F T AN
EGFR | Deletion | 4.4%AF 9 Y. 774 F =T mAn T =T, T 7 7 T =T~
EGFR Insertion | 7.49%AF 9 | /Nl e VA VIR, AV ANTF =T AUV, #aIF =Tk
HER2 SNV 5.69% AF 6 ., TINCET (BIEFMEBRR). 7Y YT =T
(ERBB2) T/ F=THEE, 7Y S F=T aLFF =T mR
(Elfg;) Insertion | 5.80% AF %7 bLOFET RAAANF T BT RAYET T
BRAF V6OOE 6.29% AF T I AT v (BB X)) 7~ T = T R KT
RET SNV 50%AF 9 T RF = THEMBE AT, 7T I N E <7 Glla i z)
RET MNV 5.6% AF £9) N K ORT BT =T A OVEERHE KR O FE/INHI B e .
RET Deletion 5.4% AF 10 AR e Trag 7 z=T R =RAF =T AN F =T
RET SNV 5.3% AF 1D D FHR IR BB R O L~ L ) F = 7 0 B IR B £

*JE/NBRARE O BRAF KOV EGFR (Z7' 2 By Mk, ZOftlite v
PRI VBT

3 EGFR L858R 0 AF

4 EGFR Exon19 deletions @ AF

F DG ZHET D 2D OMBNAENT 2 Z
SHTAEH B R OHE - HELS CofE iz ou
WEREROBEFMEZRIEL 2D,

9 BGFR pA763, Y764msFQEA ® AF () —ESDOEAEITE LTI RETAE, PREEIRSE. TRk
0 HER2 (ERBB2) p.S310F 0 AF BEWRTHZL
%7 HER2 (ERBB2) p.A775_G776insYVMA @ AF

A—Y—AAFEBT BB
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@) FIZTABRRELEEEE, =2—V—F A Ricig#fisn
TR CALE Z L, T UM TRIWA b5 2
L,

4) BEEEROER

5)

(1) AEUEBERIZOW T, M7 & L RIBRICIRE XX
DIEEATH Z &, £o. ZNDHEREETIHAICE.
BAERFIRIC & > TED IR 2 &,

Q) FERBORGEFEET L2HEE. BEDICET 2%
\ZHE - CTEEPRBEIEY) T PE SR Y 70 £ X B LT
TH5Z &,

(3) BB THRESROKEEFE L OHIE X7z DNA DFEIEL.
WL SRIEH % N 2T A DRI EE 5000 ppm, 0.5%12 72
5 X O ICiEM% —BE T 572 & DNA 2R L To
LREETDH L,

(4) DNA ZHfiolbt Xy NF v T ROTTAF v I KM
EiX, I REER] (BRI IE 5000 ppm, 0.5%) (2
—BRR TR EIZ LD DNA 2 L Cos b BERILE & 72
WFHEHTE 2 =— VR 2 BT L, EREEDE L
TR Z L,

MERE
JE/Mf B R
(1) EGFREEFEER
A xtiREE (VT A4 A L PCRE-) IZLDEERKN
BREEH LTG0 BE— 8 (PPA) | B —BE (NPA)
KORR—3E (OPA) #E 11rT,
ETO—FEIT 95%LL ETH Y | *FRRE & ARRBORERER
BEWHEFET—HLTND I ERRENT,
1 AR &R L ORIERE RO K —BeE
| ex19del + L858R ex19del L858R
4&% e 0, it 0, ik
DEAE | sk 95‘%;CI’ . 95]/(5;)CI . 95ﬁ?1
PPA 100% (95.3%, | 100% (90.3%, |100% | (91.4%,
(77/77) | 100%) | (36/36) | 100%) |[(41/41)| 100%)
NPA 95.2% (83.8%, | 100% (91.2%, | 95.2% | (83.8%,
(40/42) | 99.4%) | (40/40) | 100%) |(40/42)| 99.4%)
OPA 98.3% (94.1%, | 100% (95.3%, | 97.6% | (91.6%,
(117/119)]  99.8%) | (76/76) | 100%) |(81/83)| 99.7%)
15 Clopper-Pearson %% VN T 95%/E XA (CI) & &iH!

(2) EGFREEFEE (Fa3F=J/KH¥)
FE/ NN S B E H Sk 0 FFPE iRz AV, ASHh & st ik
(VT VB A LPCRE2) ICEDHME—5=R (PPA). k&Mt —
HE (NPA) RO2E—EE (OPA) %K 2177,
BN HERDE SN MRIRIZEBIT D PPA, NPA LN OPA &
HIZ90% & B2 Tz (F2),

K2 RMERE L ONERRO{F—ECE

3 ARG EFRIE L OWERROE —BUR

—BER O I — B 95%CIL * ¥
PPA 100.0% (63/63) (94.3%, 100.0%)
NPA 100.0% (57/57) (93.7%, 100.0%)
OPA 100.0% (120/120) (97.0%, 100.0%)

(4) HER2(ERBB2) ;&I FLEE
Adh Lt BE Ry —2r 2y 77 v A (ERFRK
) A kDB (PPA). BAME—BE (NPA) K OARK
—E=E (OPA) %% 4177,
BRI FER DG DN RIRIZR T D PPA100.0%., NPA99.1%.
OPA99.3%& . THATE & A S OMERE R NEOHERT LT

W5 ZEPIRENT,

£ 4 ARG EFRIE L OWERMROE —BUR

—BER D HAE —Beg 95%CI ™19
PPA 100.0% (38/38) (90.8%, 100.0%)
NPA 99.1% (108/109) (95.0%, 100.0%)
OPA 99.3% (146/147) (96.3%, 100.0%)

(5) ALK Bt & 815F

A & ek BRYE (B0 insitu /~NA 7V XA E— 3 > (FISH)
B R O EE R b2 i (THC) -1 ¥, BAF TFISH) K ONTHC )
I X 2 E—ER (PPA) . FatE—BR (NPA) KOV A—3R
(OPA) % 5~71Zm7T,
FISH & OV THC 2309410 & B Td o 7ok idkid 45 B, W9°
NHEETHS ZRIKIZ3SHITH Y. Afh & O —ER K
UME—ERIx, L HIT100%TH -7 (R 7),

K5 K& FISH 2 L & LI HER R DA —BeR

—EeRO R —Ees 95%CI ™ 19
PPA 100% (45/45) (92.1%, 100%)
NPA 89.7% (35/39) (75.8%, 97.1%)
OPA 95.2% (80/84) (88.3%, 98.7%)

F 6 Adh L THC &5 iE & Lo ER R —Bek

—BeR O LY — B 95%C1 %19
PPA 100% (50/50) (92.9%, 100%)
NPA 100% (39/39) (91.0%, 100%)
OPA 100% (89/89) (95.9%, 100%)

# 7 Afh & FISH } ONTHC ZxffRYE & U JERE R & — 8k

G P Sl —Ees 95%CI ™ 19
PPA 100% (45/45) (92.1%, 100%)
NPA 100% (35/35) (90.0%, 100%)
OPA 100% (80/80) (95.5%, 100%)

(6) ALK & EEF(AILSF=D)
FE/ NN S B 5 B3k @ FFPE MR Z AV, ASHh & bRk

—BeERp — g 95%CI
PPA 98.6% (71/72) (92.50%, 99.96%)
NPA 99.2% (120/121) (95.48%, 99.98%)
OPA 99.0% (191/193) (96.31%, 99.87%)

(IHC ¥:-2) 12 LD —3 (PPA). f2ME—%E (NPA) &
Ve —EE (OPA) %2 8 IT77,
BN HE RO SN BIRIZEB T D PPANPA } (X OPA &

(3) EGFR BIZFIIVY 20 HAER(TI/N\UEYT GEEFH
#z))

Adh Lt BEE Ry —2r 2y 77 v A ([ERFRK
) ko (PPA). AME—BE (NPA) K OAR(K
—E=E (OPA) %FE3 IR T,

A ERBE LN RIFIZE T 5 PPA 100.0%. NPA
100.0%. OPA 100.0% & |, it B & A O JITERS RS @ ik ¢
—HLTWBZ ERNREn,

HIZ 80% & B2 Tz (£8),

8 A L HRIE L OIERRDOE —BUR

—HREO LY —EF 95%CI 19
PPA 88% (80/91) (79.4%, 93.8%)
NPA 99% (141/143) (95.0%, 99.8%)
OPA 94% (221/234) (90.7%, 97.0%)

A=Y —H1FEBT BRI
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(7) ROS1 G EIEF
ALtk (Y —2F v 7 RT-PCR) 12K 550 &%
(PPA) | [EME—ER (NPA) KO E—EE (OPA) #F£ 912
N
ETO—KFEIL 100%TH 0 | 3L E AR ORE-BRN &
WERT L TWAZ ENREShT,

£ 9 ARG L RIE L OJERROA —BeR

—BRO K — B 95%C1 * 19
PPA 100% (50/50) (92.9%, 100%)
NPA 100% (68/68) (94.7%, 100%)
OPA 100% (118/118) (96.9%, 100%)

(8) RET B &EIEF

AfhEstRE KR — s v 7 vk A (EN KK
) T X BBE—EE (PPA). BE—HER (NPA) KUEE
—X=E (OPA) %3 10 1ZR-T,

BNk R0 S - RIRIZ 51T D PPA 92%. NPA 97%.
OPA95% & | kFHRE & ARG ORPER BB m VR T—H LT
DT EVNRENT,

F 10 A & s L OMTER R OA —ER

(2) RET Bt &&= T
AL stRE (Kt —r oo 7 vk (EAR
KR)) I L DR (PPA), At —HER (NPA) KU4
R—EE (OPA) %% 14 1R,
HHRERME LR TZRIRIZE TS PPA 100.0%., NPA
100.0%. OPA 100.0%& . *FHRIE & A5 ORI ERE BASE O iR
T—HLTWD Z EnRENT,

14 AR L iE L OWTER ROA —EoR

—HEO L —EF 95%CI 19
PPA 100.0% (86.3%, 100.0%)
NPA 100.0% (93.7%, 100.0%)
OPA 100.0% (95.6%, 100.0%)
AR IR R
RET ;BIZFER

AL stRE (kR —r oy 77 v (ERER
AKR)) L DR (PPA), Attt —HER (NPA) KUA
R—FE (OPA) %% 151R-7,

BRI BN G BT BIAIZ I8 D PPA 100.0%, NPA 98.3%,
OPA98.9% & | *HRIE & R FORERRAFE DR T LT
Wb Z ENRENT,

—BeRo N — g 95%CI 19
PPA 92.3% (84/91) (84.8%, 96.9%)
NPA 96.8% (121/125) (92.1%, 99.1%)
OPA 94.9% (205/216) (91.1%, 97.4%)

15 AR L iE L OWTER ROA —EK

9 MET BIEFIIVU 14 RXVEV I ER (HWTIF=JIERIE
KF04)

A & xR (RT-PCR i (ENAKGR)) (X DM —%
# (PPA) ., F2ME—BE (NPA) K OVEE—EE (OPA) %K 11
2”7,

ARG R DG DT RIKIZI T D PPA, NPA J2 U OPA &
HIZ 90% % 2 TV,

F 1 A & E & OWERE R DK —BeR

—BeRo HEAE — B 95%CIL * ¥
PPA 91.8% (56/61) (81.9%, 97.3%)
NPA 100% (66/66) (94.6%, 100.0%)
OPA 96.1% (122/127) (91.1%, 98.7%)

(10) MET BIZFIVVY 14 RAVELTER(TRFZJIEMKIE
KF0%)

ALt BE RISy —7 2o v 77 v A) I L B
P—EE (PPA). &PE—FE (NPA) KOEAE—#E (OPA)
31217,

ARG R DG DN RIKIZI T D PPA, NPA J2 U OPA &
HIZ 90% % 2 Tz,

F 12 ARG L fE L OMTER R OA —ER

—EEO R —EF 95%CI 19
PPA 100.0% (90.3%, 100.0%)
NPA 98.3% (90.8%, 100.0%)
OPA 98.9% (94.2%, 100.0%)
[(ERERRL#E]
FE/NHlRa IR

1. BRAF V600E &&=
(1) BITSTIZITAVINWBERUVRSAF=T DAFILRIKRFIR
Ty 6REEICET SERARSE IHAHER(E2201 HER)
DIREE
BRAF V600E Z 8 % 49 %10 GIRRFHE/RHEST « FHE DI/
AR R E 2 xSRI, 77 7=2=7 (1[E150mg % 1 H 2
FHEA#ES) & hF7AF=7 Qmg %1 B 1 EEAESL) OFf
A# G (DA RIUEMIRE A 2 & b P IRIER O & 2 BE 57
B, @OLFFIEREO 72\ VB 36 i) Z2MFT 2558 1 HEER
FERIRGRIR 2 S L7z, 208 (%) 1322 d63.2 (95%(F
HEXR (CD : 49.3-75.6) 17 KU®@61.1 (95% CI : 43.5-76.9)
F1® T o,
16 S [E ¢ Clinical Laboratory Improvement Amend-ments (CLIA) #24E X
IEAS% & B Z BN D REKE CIEEO# S TH AL (Local Laboratory
Test, LLT) MW TSz, 4> a2~ ™ Dx Target Test CDx ¥ A
T LTSRS & ORISR SN TV 5,
FID015 410 H T AF =20y A7,

—BeREo K — g 95%CI *15
PPA 93.8% (61/65) (84.99%, 98.30%)
NPA 100% (119/119) (96.95%, 100%)
OPA 97.8% (180/184) (94.53%,99.40%)

I 2016 4E8 H 8 HF— X W v b4 7,

R IRE
(1) BRAF V600E Z &
Aifh L RIEYE (VT VX A A PCR 15-3) L DBME—BeR
(PPA), FEME—B (NPA) ROE{A—FZ (OPA) %% 13
2”7,
BRI RGBT BIAIC IS 1T D PPA 100.0%, NPA 96.3%,
OPA98.1%& . XIHRVE &AM DN ER RN EVERT—E LT
WA Z EWRENT,

13 AR LR L ORER RO % —HOE

—BRO K — B 95%C1 * 19
PPA 100.0% (26/26) (86.8%, 100.0%)
NPA 96.3% (26/27) (81.0%, 99.9%)
OPA 98.1% (52/53) (89.9%, 100.0%)

() ETENMREMEEEETAERRELE-ARICEATEIUVD
D RER
] B L R 575 T AR B PR AR (B2201 5RER) <. 1L (LLT : Local
Laboratory Test) "C BRAF V600E 2 FLE5 1 A3 e S L= s &
RERICH A, LLT EARBO—BERORFNLNE T T 72 =T
L NT AT =T OPFHEE G D3 T & D FE/ N T B A %
BB 3= B e LT ORG OB RAE NE 2 MR L
77
#1612, PAS-A (¥ 75 7 = =7 HAWRE 2R — b O L2
Wt G4i ), PAS-B (A7) w Vv 7Bk € 2 WIREU LDk
A ORI E 2 h— b O BT S4EM]) . PAS-C (K
TV P RBT | IBREZ TR R — O E
TR R BREEM) DIRA 24— b (PAS-A/PAS-B/PAS-C) (28T

—Y—HAFER

CHREGEEN
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OUNT D M AR AT R A BRI U7 M AEA AR (P defi
(95%CD ] 1%, ACPRET 11.14 » A (8.38~17.58 » H) K
CPHET6.67 7 H (5.55~851 # A) Thotz [~NYF—Rlk:
0.311,95%CI:0.195~0.495, p<0.0001 (B v 7' T > 7 FiE) 1,
T IR =T GhIn R Z) 512 X B R RIREA S 5L
TiE, AL D EGFR s -7 V¥ 20 f AL BEGPELEM
LRI OB BEMENTE R 3 1 B M B A F IR RIER T

LA & LLT IZ K AMAEER O —FHEE R T, KL CTHLR
ENE SN BIKICE T D —E% (PPA) | FatE—ER (NPA)
KOV —EeR (OPA) O FHEEMIZZILEI 90.0%., 99.1% K
M95.4%TH -7,

16 Afh & LLT & O—E= (PAS-A/PAS-B/PAS-C)

—HEROREARE | —HE (N) 95% CI 19 Y SEREEAFHIM [hRE] 1. ACP BEEN T 11.14

PPA 90.0% (72/30) (81.2%, 95.6%) B AKON1.37 # A, CPEEZENENT6.67 » HK16.70 » H

NPA 20 99.1% (114/115) (95.3%, 100.0%) Thote (F19).

om s o | ovnsn 19 BGRR (S £ > 20 FEARIBIED AT X 342
’ - TR/ INH I i e FE AT L2 38 1 2 AR BB M B OV 36 i o AT 2k

20 pCR 4|2 1 5 BRAF V600E 25 B 2512 L 0 FalERER FRHT 45 [ -G 0D A 494 8 A 73

(LLT Bt LLT Bk
BT 57 2= L 8T AF=T ORI TIC X D ERAT A B A N_308
FEETIE, LLT KOMHERIC L5 BRAF V60OE Z8 S ESEH & L¥S S N=128 \ \
LLT i~ & % BRAF V600E 28 SR M T L 7= BipR AU 40 chlli?; Algii chf;; ‘;Cj f;ﬁ
R T Y | RRIEIORMNC & 5 B9% (GE2%% (CR) RS TRE) | 667 | 1L | 670 | 1137
+#853%%h (PR)) 1. PAS-B T, TNE 72.7% & 66.7%. PAS- 950,C 22 (5.55, (8.38, (5.59, 9.79,
C T, ZNZFN609%L 61.1%Th -7 (F17), _ 8.51) 17.58) 7.33) 13.70)
p;% ﬁ;g 7 <0.0001 <0.0001
3 17PAS-B X UNPAS-C » (LLT B, ASME) S OVLLT B T UL ST 0395
PEAEFC D ERT O FAM 12 I 5 2852 1) 95%C] 23 (04195, 0.495) (04296, 0.528)
PAS-B PAS-C 22 Jog-log transformation {% Fi V> 95%CI % % H
MO, (LLT Bk, n, (LLT BBt n, %29 normal approximation V%% U 7= Cox regression &7 /L2 T 95%CI %
i PR ) LLTilzﬁ P ) LLTilzﬁ P o
N=57 N=36
N=22 N=23
) 3. HER2(ERBB2) Bz FE R
(n (%)) 20D 1 363 | 2687 | 269 (1) EFE£REE | 18558 (DS8201-A-U206 SER) 0D oh RS AR#7 4 B
AT pohiinl
(n (%)) 14(63.6) | 35(61.4) | 12(52.2) |20(55.6) (L ¥HAEIED & 5 117 HER2 (ERBB2) #1512 B D
e . BIBRAHE 22 AT - TR RS DI/ NN e Fe AT A xb g & LT MAE
o o R AAGEIR A I LT, JORE 151 BIIC R T AY X< T
}m <I;(A,)> 1(4.5) 7 (12.3) 5(21.7) | 513.9) AT 1y (GG 7HHL ) 5.4 mg/kg X 6.4 mg/kg % 3 HR
it~ AiE 1(4.5) 4(7.0) 3(13.0) 4(11.1) T B C iR L, qjﬁﬂﬂﬁ@ﬁ@ﬁ%\ NI AYRX<T FLr
(n (%)) 2791w GEIGFHIZ) 5.4mgkg D 52 illZisV T, HBEE
Z(n) 16 38 14 22 i B CTdH 5 GRS R EH RS (blinded independent
FHNE(%) 7.7 66.7 60.9 611 central review: blinded ICR) TOFIIIZ A < 285513 53.8%
95% CIE19 | (49.8,89.3)|(52.9, 78.6) | (38.5, 80.3)|(43.5, 76.9) (95%CI : 39.5,67.8) ThH -7,

2. EGFRIBREFIIVY 20 AER (2) EIRS£REE I #8588 (DS8201-A-U206 RER) T wo oy
(1) EFRERSE Il #85E& (NSC3001 FER) DML SHER
RIGH D EGFR B> 7 Y V20 AL R A E T 5 R DS8201-A-U206 #ERIZE T D 5.4mg/kg B 5 BEZEN Y T 5
1T OTHER PRI N R FR 3 308 1 (A AN 34 il & de) % AT HMRATEERA 102 B K OREMEFH R IR 119 Blaxigi s L.
MBI, ALBRIE (DNVRTTF e~ ML FER) (CP) Afh e LLT & O—BE %25l Lz, RfCHRERRES
LT INEST (BIEFHEZ) LALFERRE OO R NIEBRIEICEIT D PPA, NPA IZZHEH 96.7%, 100%TdH >
(ACP) %Ik 9 2 7 & MMULIFERAS A FEMi L7z, 225 7= (£ 20),
T B T o 2 h I B & 2 WA (PFS) [hoefl

(95%CI) ] iX ACP #£C 11.37 % A (9.79~13.70 » H) &L CP #20 Afh& LLT & 0o—FR

BET6.70 % H (5.59~733 » A) Tho7=[/~F— FE:0.395, —Eo K | —Hk (N) 95% CI 19
95%CI : 0.296~0.528, p<0.0001 (J@le 72 > 7 BiE) . 2023 PPA 96.7% (59/61) (88.7,99.6)
FSA3IALY ML NPA 100.0% (107/107) (96.6, 100.0)

(2) EIRSLLREE 111 4EERER (NSC3001 RER) T v oo RER
NSC3001 BRI 1T 5Bk 5 Hh[E D 6 O BRG] %z B
< 221 Bl R O PEFRER R 95 Bl &2 xtge & L, Rt & LLT &0
— R AT Lo, RS CTHBRAE RS S BRI BT
% PPA, NPA [ZENZEI 97.7%. 100%Th o7 (3 18),

F 72, DS8201-A-U206 iBRIZH 1T 5 5.4mg/kg #E5-REICEIY
T BT R R ETER] 52 B (F—% v N4 7 22022 43
H24 H) 55, RETHEEORENSSN-EM 28 4
IZDWT DR EFAM LT, Z82h31%, 53.6% (95%CI1:33.9,
72.5) Tholz,

NIAY X~T TN ATy (s z) BEICX
% BRI RS B Tid, A X % HER2 (ERBB2) JEfn 28

#18 Afh & LLT & 0o—FR

—REOLE | BT M) PTYCEET RIHHEIER] & I 0 A AERATIREIIC 50 % K0 LT
PPA 97.7% (128/131) (93.5%, 99.2%) THY ., BRI, TN T53.6%4U53.8% THo7- (£
NPA 100% (55/55) (93.5%, 100.0%) 21),

21 Wilson score method (2 32 ¥ 95%CI % 5

% 21 HER2 (ERBB2) & 125 BEGM O UIBRARE 2 AT - IR

7. AERULLT THMEOREAE 5 128 Flic S /N LI 5 1820 UF 2 A i BB T O 38 0 AT 280 AT

A=Y —H1FEBT BRI
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PAENSAY SE

(LLT Bt o,
B A FHE) LT
N=28
TR (0 (%)) 0 1(1.9)
25 (0 (%)) 15 (53.6) 27 (51.9)
ZE (n (%)) 9 (32.1) 19 (36.5)
1T (n (%)) 2(7.1) 2(3.8)
FEMARRE (n (%)) 2(7.1) 3(5.8)
Z%%01(n) 15 28
FENH(%) 53.6 53.8
95% CI 19 (33.9,72.5) (39.5, 67.8)

4. RET BERIET
(1) ERE#£RE I/ 01E55R (LIBRETTO-001 55R) MRS
DILFHIERED & 5 RET @ it s 1 B O GIBR R RE 22 HEAT -

T OIE/ NI R 134 B (AARNBE 25 fla25Te) KO
ONLFFIERED 72 RET @A 85 T B O I BRARRE 2284 T - 7
FEOFE/ NI B 35 6 (AARNBF 1 HlEET) 1Tk
N F =7 1[E 160mg Z 1 A 2 ERRALSL Lz, FEFMEGEE
T % RECISTver. 1.1 (2255 HSTRHiiZ B2 HIEIC K DR
L, FNEND55.2% (95%C1:46.4,63.8) L X@71.4% (95%CI:
53.7,854) Th o=,

F3(n) 42 74 11 25
FRNH(%) 61.76 5522 68.75 71.43

95%CT 219 (49.18, 73.29)((46.40, 63.82) [(41.34, 88.98)((53.70, 85.36)

R IRE
1. BRAF V600E ZTR
(1) EINE 0 #8545% (ONO-7702/7703-03 FRER)
BRAF V600 2 #2479 DRI EIFRR A8 72 BRI 3 22 fl
UGBTI HRR IR B 17 61, RIS R 5 6) 2 %5
W2, mvad7e=7 (450mgx 1 H1[E) tbv=xF=7 (1
[\l 45mg 2 1 H2 [6) Z0HH&E L, FEFMER THH L
RN BT B %3 (RECIST HA R4 > 1.1 fUcH-S<
JUHEIZ KD CR XiE PR) 1% 54.5% (95%CI : 322, 75.6) Td
D RELERRTLRCIE, BB AR BRI T 47.1% (95%CI : 23.0,
72.2) . BURERRSMEIE T 80.0% (95%CI : 28.4, 99.5) T~ 7=
(2022410 H26 HT—% 1 v b A7),

Q) EREIHRERERI VST REE
LLT (ifk) OfEHR %A % ONO-7702/7703-03 7k & D 38
B &2 VTR & LLT & O—3RE2 74 U7z, K CARARRE
REOELNTRIRICE T 5D PPA, NPA, OPA [ZZ 1 100%,
75.0%, 96.7% T -7 (F£24),

#24 AbhE LLT & O—Fg

(2 ER#£RE I/ THEERIVYOTHBR

LIBRETTO-001 #RBRAR (A K O MR =R 14 305 1] 2 v T
ARfhe LLT & O—FKREFM Lz, R CEDBRERIED
NIRRT T 5 PPA.NPA, OPA X N1 86.81%. 100%,
92.75% ThH-7- (F22),

#22 AR ELLT & DO—FER

—EEROHEAE | —BeR (N) 95% CI 729
PPA 86.81% (125/144) (80.16,91.87)
NPA 100% (118/118) (96.92, 100.0)
OPA 92.75% (243/262) (88.91, 95.58)
#24) 959 2-sided exact binomial intervals

F 72, AT RET A BB B R S 7= Ok
D% RET A BB MO UIBRAREE 21T - FFROIE/ NI
JitiE B 68 151, QL FIRIEE D 72 RET A i i1 Bt o Y
RHEZRTET « PR OB/ NI B3 16 Bl & xf 5, B-~Ur
B F =T Fe 50N T H D IR N B AR5 3 %
=AWl L TORMLOEROEDEZ MR L, BHRT
ENEND62% (95%CI : 49,73). @69% (95%CI : 41,89) TH
277,

TNV F =T Fe 5 XD EER R RS R T, ARfic &
% RET @& BMEEM & LLT 12 X% RET @A PEEN THRaT L
T-RERAV AR BT TH v . TR (2eE%h (CR) +
W35 (PR)) 1%, T D62%E 55.2%, @69%E 71.4%T
botz (F23),

# 23 RET @A s 7B PE O UIBR REEZ2 #4T - B OIE/ NI
e BB I DA B IE K OV LLT B4 T o 78R

—EeROHEAE | —BeR (N) 95% CL ™19
PPA 100.0% (26/26) (86.8%, 100.0%)
NPA 75.0% (3/4) (19.4%, 99.4%)
OPA 96.7% (29/30) (82.8%, 99.9%)

F72. BRAF V600 255 2 3 S HRIAEIBR R RE 7 HOR e s
19 fil ORE KR OVLLT Ttk Z2xt%ic, = a7 72=7 KW
V=X F =7 O G2 TH D RSB 23RBS
ayR=F il U TORMOERIIA M5 R L7,

Tag 7 =7 RO = A F =T OREEIC X DKM
FRAMRE B TId, AT & 5 BRAF V600 28 B4R & LLT 12
X % BRAF V600 25 [GMHAE TR U7 BRR B A 20 MEAS R
FEECTH Y. ZhFE e2%% (CR) +E5%% (PR)) L.
55.6% (A& ONLLT &) TEBPE) . 57.9% (R &R OLLT

GRS = 7203 iR) THE) & 54.5% (LLT Btk) Tho7- (&
25),

7 25 BRAF V600 £ .4 9 HRIAUIBRAGE 72 BRI B A 1T
F\F 2 A B K OY LLT B 4E ] C 0284 R

o wa | (LLT GG
— ,;”%fﬁ&fﬁ FRiE) B | LLT B
" DA e, AR ) N=22
N=18
N=19

FERTN

(n (%)) 0 0 0
oy 725N

(0 (%)) 10 (55.6) 11 (57.9) 12 (54.5)
ZE (n (%)) 8 (44.4) 8 (42.1) 10 (45.5)
HEAT (n (%)) 0 0 0
F%h(n) 10 11 12
FEEN 2R (%) 55.6 57.9 54.5
95%CI 19 (30.8,78.5) (33.5,79.7) (32.2,75.6)

O RIERED Y A FRIERE R L
RS ifﬁg‘ LLT Bt ifg&; LLT B
na N =134 b N=35
N=68 N=16
SEARIER)
(n (%)) 5(7.35) 7(5.22) 0(0.0) 1(2.86)
HOT ) 37(5441) | 67(50.00) | 11(68.75) | 24 (68.57)
(n (%))
L
(n (%)) 23(33.82) | 55(41.04) | 3(18.75) | 7(20.00)
HEAT
(n (%) 0(0.0) 1(0.75) 1(6.25) 2(5.71)
A <
(n (%)) 3(441) 4(2.99) 1(6.25) 1(2.86)

2. RET B&RIETF
(1) EFRE£RSE I/ 04855 (LIBRETTO-001 5XE&) D&

12 UL EO@ILFRIERED B 5 RET BhAE s Bt oRiE
BIBRAHE 72 ORI 2 10 65 (HARANBHE 1 B2 5T) K0@
{EFFIERE D 72y RET @GR 1B O ARG YIBR A BE 72 HUIR
R 12 BC B~V HF =7 1 [ 160mg 2 1 B 2 [FRO
5 U, TEEFHMEEE CT#% 5 RECISTver. 1.1 (2353 < JArET
MZEASHEIC L DEHFRT, TNENE50.0% (95%CI: 18.7,
81.3) K U@100.0% (95%CI : 73.5,100.0) T >7=,

A=Y —H1FEBT BRI
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() ERERSE I/ IHEFABRI YOOV HER
LLT OfE %% 9% LIBRETTO-001 B A K& O3 i
1K 95 FlZ FHWTAS & LLT & O—FHREFh Lz, AWmTH
ZhiskE RGOS N RIKICE T D PPA, NPA, OPA IZZ <

90.91%. 100%. 97.50% CdH->7- (3 26),

#26 AKfh& LLT & O—FR

—HEOREAE | —FE N 95% CJ 24
PPA 90.91% (20/22) (70.84, 98.88%)
NPA 100% (58/58) (93.84, 100.00%)
OPA 97.50% (78/80) (91.26,99.70%)

F7-. AMTRET @& & EBrEN

8 S N @ L RRIEME

7R HURMRBEARIE BB 57 Bl 2 R RIT, B F =T ERER
W T D HIRARBERRE BE 2B T a v R=F Bkl L
TORGDOEERNANEZHER LT-, BHRIIZNETNE67%

(95%CI : 54,78), ©®68% (95%CI : 55,80) TH 7=,

T UL F =T HAT KB EER AR RS R T, Adhic X
% RET /s 2 SRR & LLT 12 & % RET s -4 Bk
LHTHE L BRIRA MR RILFERTH Y . Bk (B8
4 (CR) +E85y %% (PR)) 1. ZNEFNO6T% & 67.7%. ©
68%& 62.9% Th->7- (F29),

3 29 RET #5722 5 Btk HORIRBE B B35 12 ds 1 B Al B
N LLT RN T O R AR

D% RET BE BRI ORIEUIERRRE 7 FRIREBE 4
Bil, L SFRIEIED 72\ RET A BAG B IE OIRIB YR e
LR G FR 10 B 2 kT8I0 B~V D F = 7 B SR b
B HR I B E 2T 5 a v = F Bk L LT OKRLDE
RN Z R LT, BRI ZNZO25% (95%CI: 1,81) .
@100.0% (95%CI : 69,100) T - 7=,

NP2V o R Rt o SN Nl Y Y7 SE SR A 7 S el o S N Rl
% RET @AM & LLT 12 X 5 RET & HMEEM THRE L
TREREEMERE IR TH Y . TR (5% (CR) +
53750 (PR)) 1%, TR ENE25% & 50.0%., DV 4 100.0%
Thot- (F27),

7 27 RET ARG B BRI B (S8 2 AR5 i & O
LLT WGEEE R T Z82h 3%

ONLFIRIERED 0 DL FFIERE e L
BRI iﬁﬁg LLT Wt iﬁﬁg LLT Wt
[s[a]> 7 N:10 [s[a]>7Z) N:12
N=4 N=10
o g
EERT) 1 (25.00) 1(10.00) 3(30.00) | 3(25.00)
(n (%))
oy 725N
0(0.0 4 (40.00 7 (70.00 9 (75.00
(n (%)) 0.0) ( ) ( ) ( )
ZE (n (%) | 3(75.00) 5 (50.00) - -
Z%%0(n) 1 5 10 12
FRHH(%) 25.00 50.00 100.0 100.0
95%CI 19 |(0.63, 80.59) |(18.71, 81.29)[(69.15, 100.0)(73.54, 100.0)
AR AR Bk
RET BT ZER

(1) EE£RSE I/I485ER (LIBRETTO-001 (HER) DR

O HRIEREDO &5 RET 8512 BGEORIAUIFRAREE 72
FOR IR B 96 5 (A ANEE 1 flE2ET) K OOFIE
EED 72 RET 815128 RGO R IR U BRA B 7 FUIR IR ffkR
FEES 89 Bl L~ L F =7 1 [ 160mg % 1 A 2 [ M #%
5. U7z, ZEFMEE T %5 RECISTver. 1.1 (ZH-3 < Sz iRl
ZESHEICL DENFRIT, TNENE67.7% (95%C1:57.4,76.9)
K U®62.9% (95%CI : 52.0,72.9) ToH -7,

) EREARSE I/ IHEFABRI YOOV HER

LLT OfE R %A 3% LIBRETTO-001 sk & &M iH 2k
15293 Bl & FHVCARS & LLT £ O—FREF M L 72, AWMTH
ZhiskE R G SN RIKICE T D PPA. NPA, OPA IZZh <
90.53%. 98.18%. 92.24% T ->7- (3 28),

#28 Afh& LLT & 0o—FR

OMLFRIERED Y @1 kg L
e 2 LLT Botk. LLT Botk.
B PRSI 7; o Fﬁ@ LLT Bt ;K o IKE'F@) LLT Bt
[alsl7) N:96 [a[=17) N:89
N=69 N=57
s s
FERZEZ)
1(1.45 1(1.04 5(8.77 5(5.62
(n (%)) (1.45) (1.04) (8.77) (5.62)
W SN TR
AR 45(65.22) | 64 (66.67) | 34(59.65) | 51(57.30)
(n (%))
ZE (n(%) | 18(26.09) | 25 (26.04) 16 (28.07) | 29(32.58)
HELT (0 (%) 1 (1.45) 1(1.04) 1(1.75) 2(2.25)
At EE
4(5.80 5(5.21 1(1.75 2(2.25
(n (%)) (5.80) (521 (1.75) (2.25)
Z2%))(n) 46 65 39 56
TN (%) 66.67 67.71 68.42 62.92
95% CI1 ™19 |(54.29,77.56) ((57.39, 76.90)|(54.76, 80.09)|(52.03, 72.93)
[(REAZERUCAHLME]
1. REHE
1) Oncomine Dx Target Test and Controls
AR 44 PR AT
Oncomine Dx Target Test - DNA and -30~-10°C
RNA Panel
Oncomine Dx Target DNA Control v2.0 -30~-10°C
Oncomine Dx Target RNA Control -90~-60°C
Oncomine Dx Target RNA Control Diluent -90~-60°C
Ion Torrent Dx No Template Control Kit 15~30°C
2) Ion PGM Dx Library Kit
AR 44 PR AT
Ion PGM Dx Library Reagents -30~-10°C
Ion PGM Dx Library Equalizer 2~8°C
3) Ion OneTouch Dx Template Kit
AR 44 PR AT
Ion OneTouch Dx Template Reagents -30~-10°C
Ion OneTouch Dx Template ES Beads 2~8°C
Ion OneTouch Dx Template Solutions 15~30°C
Ton OneTouch Dx Template Supplies ™25 15~30°C

25 A OB TR <L BRI

2. B¥HARE
155 H

—BEORRE | —FE (N) 95% C1 %29

PPA 90.53% (172/190) (85.44, 94.29%)
NPA 98.18% (54/55) (90.28, 99.95%)
OPA 92.24% (226/245) (88.15, 95.27%)

[RERFREERVAEREOKE X T HTH¥E]

HERTEE
SATTFY ) T— Ry R UBR S

At C RET @+ E R GIENHER I N FRIEROH
% RET i85 12 BEG M OARTEYIFR AR 78 72 FUIR IR Gl RS B2 69
B, ©ILFRIERED 72\ RET @A+ 28 BEGME O R IB YR A GE

x BULEHEX
SATTFY ) aT— Ry SRS
ERFIESEICEAT A HVWAEDLYE
BRI A VWA b

—Y—HAFER

CHREGEEN

TEL : 03-4520-5288
TEL : 03-4520-5277
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YUT =
Life Technologies Corporation, Frederick Facility (CK[E)

A=Y —H1FEBT BRI
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	注1）本品の構成品ではなく、併用品
	2. 原理

