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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 ulL
(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 2.24 mL

1)

(4) Ion OneTouch Dx Template Supplies

@O TMPL Amplification Plate 8 f&

@ 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 1
TMPL Reagent Tube Labels 1>k
@ TMPL Sample Collection Tube IS4
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2. R®E
1) 7477 VR

TA 77 VRO TRIZY —7 > MEROWIEN LIEE S, 7
Z A ~—,33%/L (Oncomine Dx Target Test - DNA and RNA Panel)
K&OVRY 2Z—+% (LIBHiFiMix) % i\ C. DNA f{k L DNA =
> hma— L (Oncomine Dx Target DNA Control v2.0 & U Ion Torrent
Dx No Template Control Kit) % U'RNA #&{k& RNA =2 he—/1

(Oncomine Dx Target RNA Control % OF Ion Torrent Dx No Template
Control Kit) Z W5 L7z cDNA DX —/4 » hElk 2 55 B A1
EEH D, ZOLRIIAY AT LTI E E RV HT LB E

(7754 RAAL A 25 A5 X VRTI Dx) (@ &5 -
13B1X10227000004) T1T79,

HondmEy (77 ay) I MEoN—a— K7 ¥
TREDTA = a U EITH IO, LIBFuPa & HWCT T 7 A
~ —EF 3RS BT b S b,

Pl 7 & 7% & 16 BEOEA D/ N—a— NEFIfFED AT &7
Z THER SN TWAHT X 7% (BCl~16) %, LIBDNA Ligase %
AW A r—varerr 7Y aroRmEST 5, Z0F
HBIZE D BRE KB REEHOBE (R D EBEDOBRIKE)
D= ENT-H% L EMICRBITFTRE & 72 5,

THTEDORKIERIL. DO AT v T THNWS T T A ~—if
GO, FFEOHRE oL IRFF SN TnD, 77U ay
IE—F ORI Pl 7 X7 H BAHES—=— FEFIFF&E D A
TETEERD, £, HiRbTA S —va v OfER, 7T
aFNES & WG OmERE L FETDH I LT D,

TAF—vavth, N—a— KBRS Z747 7 Vi, B
& B —X (LIB AMPure Reagents) ([Z¥ ¥ 7 F v — Il s 5,

REBIZ AN —a— & T4 77V OREZE 100pM 127 5,
%3, LIBHiFiMix & LIB Primers Z i\ T/ N\—a— & F 147
Z Y EBIET S, WiE%, —EREOT V7Y arEkie—x

(LIB Beads) ~% ¥ 75— L. LIB Wash Soln |2 X% —#HDW
WLRICEYFERTS, b0 TRICL Y BS Sz 100 pM
DZ A7 Z VX, LIBEtionSoln T, {BE% FRx®5Z
L TR E— ALV BESETHRLND,

2) 77 L— h

T L— FRICIX, 44> h L b Ton OneTouch Duo Dx
(i %5 13B1X10227000006) K UF Ion OneTouch Dx Template
Kit #finCT~vAr7vb—Xkic, 477V F4h57a— "
ICHE L. RS D,

EFT. TAT7 7 VAR L > TH LK 100 pM D&/ — 3 —
FI&E A4 7TV ERIRET D, RWNT, KU AT —+F (TMPL
Enzyme Mix), dNTP &7 > 7L — h7J A ~— (TMPL Rgnt Mix
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& TMPLRgnt B), ¥4 7 m £ —X (TMPLISP) Ot br— B N Hotspot
NT T 7 A RED (TMPLCFE-1) & 54 75 U &iRA LT KIS % A 5 TR WA IDp
EHRT D, 7TV T T —E, T TS O AFHRO 19 | ¢2236_2250delGAAT
P1 fEIRIZHEAIBITH B, Aﬁ}ﬁ:fﬂi@T?;{Jvﬂ@*%M? A F AL E TAAGAGAAGCA p.E746_A750del | COSM6225
N, HiK AT v 707 7L— Nl cOT T L — MEE—X
OWHi% RIS L, E72 Pl 754 ~—DEIL, A 7 B E— 19| ¢:2236 2253delGAAT
R LD B 754 R T % ISP 1. oY ~— T O TAAGAGAAGCAAC | p.E746_T751del | COSM12728
BT OREIIAEETS B 7T ~—THR S5, B 754 A
< —BHE. BT 7Y 3L OREICAIET S Pl- B B O4E 19 ¢.2237_2251delAATT | p.E746_T751del COSM12678
I T 5 AAGAGAAGCAA insA
TV arH— kY » Y (TMPL Emulsion Cartridge) & hi 19 €.2237 2253delAATT pE746_T751del
WaB+, =~vLryarI— My PEA A ML R Ton AAGAGAAGCAACA | . - COSM12416
OneTouch Duo Dx @ Ion One Touch Dx ([ZE% &2 & . BUNERA T insTTGCT insVA
AV ar =)y VDT A NE —EFE# L, =Y a Uil 19 | ¢.2237 2255delAATT
NERSND, 7 o—HlED DR NE—D DNA 551K AAGAGAAGCAACA P‘E746*S752del COSM12384
B /0 C— X EEHT S L SN TNG, vl TCinsT nsv
Ya ViR T =Ty ZIfA ST L — b (TMPL 19 | ¢.2238 2248delATTA | p.L747 A750del
AI‘{’lpllﬁcatIOH Plate) IZEA SN D, :j:‘?/l/‘\/ 3 ‘/Yﬁﬁﬁ*jﬂ l/i l: N AGAGAAGinsGC insP COSM12422
|E A S 721, IonOne TouchDx 2 PCR VA 7 )b « 711 75 A 9 2238 2252delATTA
ZBRMG L, e D=L Y a VNTHEIER T, v—2 2 Uy . p.L747 T751del
VVTRAT YT =k (475U ISP) BEREND, AGAGAAGEAACIns | 50 COSMIZA19
Ton One Touch Dx (2 &k > THER S N=F 4 7 F VISP Z [ L | GCA
ARVT RTEV Y Ta—F 47 Lz e —X (TMPL ES 197 ] 02238 2255delATTA | o6 S7504el
Beads) LA L ¥ a— M5, AP —Rd~A 70 —X AGAGAAGCAACAT | " COSM6220
LICHIE SN T4 75 U DU+ F A%k 2 A8 DNA (TS ¢
5, HIENRBO LN AN A I B E—R, T ~—, FFA~ 19 | ¢.2239 2247delTTAA
— 44 ~—J OdNTP 3. A 4> FL> k lon OneTouch Duo Dx GAGAA p-E746 R748del | - COSM6218
@ Ion OneTouch ESDx T—#H DO WiF LIRICL VrESh D, TV 19 €.2239 2248delTTAA | p.L747_A750del
J1 Y Visife % F C DNA 88250 S5 2 & T, 1 A8 DNA e GAGAAGinsC insP COSMI12382
DTATZ VISP BAEL D, BfESNIZTA4 7 Z U ISP IZHFIE 19 ¢.2239 2251delTTAA p.L747_T751del
2& ll(Tl\‘/[PLTN;utcrajlrSE(flr‘l‘:) é/il;t - T pH A F1 & 41, TMPL Sample GAGAAGCAAinsC insP COSM12383
ollection Tube (ZERHEX S 41D,
D iy e 5 7 A o b CE-1 1%, AT A GO P A 19 | c.2239 2256delTTAA
B2 AR Y IR I LATF RCHY . T 7 L— kIO SR IR GAGAAGCAACATC | p.L747 S752del | COSM6255
MEND, CF-1 D AL, T4 75V & XRIT 5% OMEA DR & T
ie, CF-11%, 77 b— MK O — 2 = v IRELLfThbhi 19 €.2239 2258delTTAA
$’£’Mt§f\"j‘5 %03}/ %+ U '7”4'7’:‘1 ‘7}/“{%%5‘52}170 GAGAAGCAACATC pL747—P753del COSM12387
. . . TCCinsCA insQ
3) Rih ORI G 1
Afhix, BRAF V600E ZE 5, EGFR G FER (=7 V2 20 5A 191 ©2240_2251delTAAG | pL747_T751del | = o010
A5 B 4B <) .EGFR 5 7 7 ¥ > 20 4§ A% % HER2 (ERBB2) AGAAGCAA insS
WE AR, ALK @&t 7. ROSI fl&#E 7. RET @la s 19| ¢.2240_2254deITAAG p.L747 T751del | COSMI12369
T MET @ -T7 YV 14 2% v B0 AR O RET s -4 AGAAGCAACAT ~
BERERET 5, 19 | c.2240 2257delTAAG L747 P753del
AGAAGCAACATCT | P=/%- COSM12370
Af O EGFR BHATERICH T D RIHAIS 5 (=2 Y > 20 1 C insS
ANEREFRS) 20 | ¢.2303G>T p.S7681 COSM6241
ii Y HS L 73 TR H"ItISDPOt 20 | ¢2369C>T p.T790M COSM6240
21 | c2573T>G p.L858R COSM6224
18 c.2125G>A pE709K COSM12988 21 c.2582T>A pLSGlQ COSM6213
18 | c2126A>G p.E709G COSM13009
18 | c.2126A>T p.E709V COSM12371 A D EGFR R =7 Y U 20 ANERICB T D4 —%
18 | c2155G>A p.G7198 COSM6252 L L >3 R Hotspot
18 | c2155G>T p.G719C COSM6253 Vv 1D
18 | ¢.2156G>C p.G719A COSM6239 20 | c.2284-5 2290dup p.A763_Y764ins | COSM26720
18 | c2156G>A p.G719D COSM18425 FQEA
19 | ¢.2233 2247delAAGG 20 | ¢.2308 2309insGGAG | p.A767 S768ins | COSM123534
AATTAAGAGAA p.K745 E749del | COSM26038 CGTGG SVG .
19 | c.2234 2248delAGGA | p.K745 A750del | COSM119079 20 | ¢.2308 2309insGCAG | p.A767_S768ins | COSM18429
ATTAAGAGAAG insT 1 CGTGG SVG
19 | ¢.2235 2246delGGAA 20 | ¢.2301 2302insTACG | p.A767 S768ins | COSM165174
TTAAGAGA p.E746 E749del | COSM28517 TGATG UM o
19 ;iiﬁéizéi(fGGCGAA pET46_ATS0d0l | COSM6223 20 CGzc3c02 623041nsTGTG SAl\gz/GQA%M COSM20884
19 | ¢.2235 2252delGGAA 20 | ¢.2319 2320insAACC | p.N771_H773du | LANNVOI
TTAAGAGAAGCAA P‘EI746*T751del COSM13551 CCCAT p
CinsAAT s 20 | c.2314 2315insGGCA | p.N771 P772ins | COSM166390
L—F—H AR EBR TSRS
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=7 R 73 omam | Howspot
e 1D
CcC RH
20 c.2314 2315insACCA | p.N771_P772ins | COSM693120
CC HH 7
20 ¢.2313_2314insTTG p.-N771_P772ins | c¢.2313 2314i
L nsTTG
20 ¢.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 ¢.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 pN771delinsKG 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_N771lins | 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 | COSMS502300
T 8
20 ¢.2310_2311insTAC p.D770_N771ins | COSM123803
Y 0
20 ¢.2309_2309delAinsC | p.D770delinsAN LANNV02
CAACCCCCC PP

>7 HOEAER 7omgn | O
e 1D
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 c.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 sATL
20 c.2314 2315insACC p.-N771_P772ins | COSM123803
H 1
20 c.2314 2315insACAA | p.D770_N771lins | OMINDEL10
CC NH 84
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P 1D
20 ¢.2312 2313insACA . OMINDELI11
- p-N771delinsKH 2
20 ¢.2311_2311delAinsCC pN771delinsPH MATNV04
CC
20 ¢.2311 2312insCAC p.N771delinsTH | COSM22946
20 ¢.2316 _2317insGGCA | p.P772_H773ins MATNVO02
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
\Y
20 ¢.2317 2318insGCC p.P772_H773ins | OMINDELI11
R 56
20 ¢.2318 2319insACA p.P772_H773ins | OMINDELI11
Q 58
20 ¢.2316_2317insGGCA D770 N771ins c.2316 23171
ACCCC 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 | OMINDELI10
CGTGG VGT 60
20 ¢.2308 2309insGGGT | p.S768 V769ins | COSM18430
CGTGG VGV
| Ghrooceaccara | PATSYsHms | OV
YVMASVD
GAC
20 ¢.2308 2309insCCAG | p.M766_A767in | COSM12376
CGTGG SASV
20 ¢.2308 2309insGGGG | p.V769 D770ins | MATNV07
GG GG
20 ¢.2321 2322insCCAC | p.P772_H773ins | COSM18432
GT HV
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
AC DG
20 ¢.2310 _2311insGGGG | p.V769 D770ins | COSMS85795
AC DG
20 ¢.2312 2313insGGAC | p.V769 D770ins | D770 N771in

=7 R 73 omam | Hospot
Va4 ID
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
\% 4
SCLELETES

AKbiE, TROEESOBESHEDOHZ B L LT, #ET 2
BlEFEREZRET D,

AR

IR FERE

BhdE 2% (=4 dh

BN LN

BRAF V600E %5 5

HT5T =T A
VAEREE KRN T
AF=T TAF
VAR F Y R
ey

EGFR iHifr 125

<)

(=22 20 FAZER AR

F74F=7, =
g =7HEEE

W, 77 7rF=7
~ LA VB, A
VANF =T A
NEEE, XaIF
=K. 7
Nox<7 (s
T Z) ROV
BLF=T AL
BT ACFN )

NZERL

EGFR #f&7-T2 V> 20 ffi

TINVHE~T
GBRIZTHR %)

HER2 (ERBB2) ifmfZ5i

N7 AY X~T
TINT AT I
GBAB Tl
Z), ST NLTF
=7

ALK & #in 1

IVSF=T T
LI F =T
W, 7V 75=
7, uLgF=7

ROSI1 &85 T

7V F=T,
X Lo F=7

RET @& 8@ 5 1

ANV F =T

A¥ v IR

MET @5 +=27 ¥V 14

h T F =T
Wokf, 7RF
= 7R KT

FORBRAE

BRAF V600E %5 5

Trag 7=
kO =XAF =7

RET @& 5 1

AL F =T

SRR TSI

RET jEfn 14 R

ANV TF =T

[ERAEE]
1. ERAFEOHNE

FHMICOWTIERa—F—H 1 NI 252

1) ¥ 7L

L

1) BAMBOMEGAMESEGR A aZRELET) M ohbd -
FEHL L 72 DNA X OVRNA BSLL FOSRMICAEK T2 L %
BT 25 (A7 > Mafk&E L LTiX, DNA10ng, RNA
10 ng ZMEMH), ZOMOBEDEIMECE L T —H—
HA REBWTHZ &,

[ VR E
DNA 0.83 ng/uL UL |
RNA 1.43 ng/uL UL |
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@
3)

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

Ion Torrent Dx FFPE Sample Preparation Kit {7 J& @ Ion

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

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

S #U72 Oncomine Dx Target RNA Control, No Template

Control DWHEF % T 7T A K/3A 4 AF 5 X VRTiDx
(B H%F S« 13B1X10227000004) THT 5,

2) T4 77 VM

M
@

3)

4

®)

(©)

0

®)
©)

Torrent Suite Dx Software 7574 7 7 ViEHwAE AT 5,
DNA /3% /L, RNA /3% L LIBHiFiMix Z{f i L. DNA
F{&, Oncomine Dx Target DNA Control v2.0, No Template
Control, ##2 5 L7z RNABRIKL =2 b — b #—
7y NMEBOMIESE T 77 A KA A AT AKX VRTI
Dx (JEH#E % : 13B1X10227000004) TAT 9,

LIB FuPa 2L, 77V a v OREDOWLET 7 F
A RS F L ZF 5 X VRTiDx TIT 9,

LIB Switch Soln, BCI~16, LIB DNA Ligase Zf#Jf L, /X
—a— RTETEZOREEET 774 KA ATV AT LR
VRTi Dx TIT 9,

LIB AMPure Reagent % /] L .
U DR AEIT S,

LIB HiFi Mix, LIBPrimers Zfifi L, R L7z \—a—F
NETATTVOMEEZT 7 T4 RAALF VAT LA
VRTi Dx TIT 9,

LIB Wash Soln Z{# /i L, LIB Beads D217,

AR L7=Z A 7 7 U IZ LIB Capture DRI Z1T 9,

HIE L7274 7 7 UICFH5E 4.0 LIB Beads /12, LIB
Wash Soln T %17 9,

R R ETATT

(10) LIB Elution Soln #fifiL., 74 77 U OBEHEITH

3) 77 L— bR

M

@

3)

4

)

(©)

Torrent Suite Dx Software 7> 5 Planned Run #{Ea L. AT
2179,
PUTINTAT TV Earha—LT4T7 7Y DRE
179,
A 4> kL K Ton OneTouch Duo Dx (JmHHE S :
13B1X10227000006) @ Ion OneTouchDx D7 Y —=>7
2179,
Ion OneTouch Dx Template Reagents, Ion OneTouch Dx
Template Solutions O —#FFK, Ion OneTouch Dx Template
Supplies O —¥{EFEMEZHEMA L, 14> ML b Ion
OneTouch Duo Dx @ Ion OneTouch Dx D& v b7 > 7 %4T
\BXE L7z Planned Run Z BN L T, 7 v & F4TT 5,
Ton OneTouch Dx Template ES Beads, Ion OneTouch Dx
Template Solutions D —i#FK3E, Ion OneTouch Dx Template
Supplies O —¥{EFEMEZHEMA L, 14> S L b Ion
OneTouch Duo Dx @ Ton OneTouch ES Dx @t > h7 v 7
EITV, T U RETT D,
RSN T A4 77V ISP DREINAZAT S

4 = v 7 R UMM
FRNTRE SR DT LB A BT H 2 &

2) BER7R EO—EHORIELSMIEIR (15~30°C)

IR LT

THIE
3) )r.himb ROy MEEITD S Y LT 2 &,

[EALDZEE]
1. EEGEARNER
OV —Y—H A FE2ZRT D&,

1) HIEBREOVHE,

(M

@

3)

4

)

(©)

O

®)

PRI
WMEBREITIBAME»SHE L7 h4 7 A DNA KO
RNA #H Wb Z b, Bmu~ Y UEERT 7 4 8 (FFPE)
B S OZEE ORI . HiEE(ZI1X. Ion Torrent Dx FFPE
Sample Preparation Kit M % #E5E5 5,
AR AR DI U - BRI & BT g & LT
%M, FFPE B T 25613, AARBY 205/
DB R B SR AR B O BRR ICHIY | LT ORI E
THZ &,
c EREL 7 AR RS B E AT O 2
c10% I MEAEE R L~ U UVEIKT 6~48 H#F'EFJ@ [EE Z247 5
e
B U7 EER I, OGRS K5 dsDNA B OlE S 217
W, MERC R AR TS Z L
- FFPE %t*ﬂrﬁ‘iiﬂlffﬁf— ALY
. BB OMREIT) &
. %@{m#fﬂﬂiAﬂﬁ&&Mﬁ& IZHE5 =
**@JEE&ODHU 12, BRHL L 7-4H% > HE é%:ﬁb‘ B A
30%LA ETHD I OB THI L, Tl S0
A (EHEED 10%LL 1 30%A0) 13H T IEREEE L
DOBRERE (w7 ud 4w r v ay) 2EMTD L, FEH
X BARFFELEE D7 ) NS B ELAL R R B R &
BT 5 &
MR FNEO 7 o2 a0 Z I 50— a U ERETD 2L,
*ﬁﬁiv’“:~7“@ﬂeﬂo o FHEREATIREED D VTRV & &
ORIEORBICEET L L, MERRE S LagEse
BN L ROMERE S OWM & T ORI, BV R
D EEFBE IRV EEBTFDHI L,
MRIROEER I, HBE SN REORGFREEHERT 5 2
&,
WY R BEOBEZ ATV & LT HRBRAHHH OB
v 77— ORI L o TRIGDMEE S5 FREMERH 1 |
ZORERITHERRE 72D,
EGFR T790M [MEBFE T 2 ZkIBH &L LTOA T AL
F =7 OHIESHE DHBI ZAT 5 BEAKGRO (RS ZL I F 12 5
& ORI S LTz,
TX M7 F =T OEKRRICH O 20 =F 2 i
2 L DRV SMERBRIL M S Tunian,

FRORMER T ABRE SN D

(9) ALK &R 712DV T, AL & o BRVE Trdf T e od i

2) WiEWE - 1iE KA

(M

AahDFPEZ +5312

2, HEMRPA—B L 22D AR & 5
B L ECHEMAT L 2L,

N NN

- SGERIHE
YR O
AR DS AL © R 72 BB 2 ARATR B & LT

% %3, Ton Torrent Dx FFPE Sample Preparation Kit % i\ > C FFPE
BB S ZER I LT B DWW TR LSRR, LUTF IR
HERORE RN B A RIT S 7o o Tz, oty ML
T B EAT 2 Tineuy

2. EFRAEEICHETSERLOEE
FHMICOWTIEa—F—H 1 FE2ZRTDL L

) I, A7 VRKR, T L — FRR =2 ® 774 FFPE REHERICAW D N5 EHWE (@
TV IORTERTHEREND X Y NI, TRTEZHIR HHEIND L~ULD 4(5),
NORE SN v F TOMAEDLETLMEATX 7220, @ FvLv EEMEEION T 7 O TRICAO b
BEZITORNS, AHFIRE O e v NEFOMAE DY Z 0 BHASEME GREAE SNBIEED 6 17),
THEET S 2 L @ T EEMHEIOR ST 7 4 O TRICHN S

A= —H1FEBT B RS
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NG CRERESNDLERD 4{5H),

@ Tur7T—FK:ZBihho TRPICHV SRR (EVL
HOTERBIEE T EMESNDG TuaT7 7T—E K O
D 10 fF58),

® BEEREHEOTROBE Ny 7 7 — & R 8E R IR

N (s R LZ Wash 2 D3RR S 7235 B O F) 10%I2F624) ,

® ~xTruvuvr . NEKHEY 7 HE (4mg/mL, CLSIEPT-
A2 (Appendix D) (231 2 HELEE O 2 %)

@ zaA R FREHEBR O & 15 NIRMEOR R
(BRI L > T2 D)

R AR

F 3~ A ™ Dx Target Test ¥ /L F CDx VAT LD
DNA 7S VKO RNA 7SV 57 T A ~—% insilico
RFERSHEMRITIC X VBRI S — 27 o X~ ¥ Bk % 5T A
L7, B b, EE, MiE, KOUVANVADT 7 KR LT
Bowtie (v0.12.7) & FWTHEE L7z, DR, A DNA
PRIV TRRNA SR8 D 7T A ~— ik GHE U WO
EWMTZL, 774~ —ITLREER S D L BB S LT,

2

~

2. TOMOZERE

*i 1)

2)

FEMZOWTIE 2 — =T A RE3WT5H L,

BT FT72=T AVNEBER NN T AF =T UAFLR
NRF Y M, 774 F=7, mraF=T7H@E. 7
Ty F=Tw A VB, VAN T =T AULVERE, ¥ =
SF=TK, 2V YF=T T LT =THgE. 7Y
TF=T7 angTF=T7 XML F=T AL AT
=7 NTRAYRYT T ATHY (B Hz), =
vag T a=T RO = AF =T h S~ F = TR KR
W, TARF=TEBIEARIY, T INCE T GBI
Z) ROTGEBNLNF =T AV ABEKF, VI TF =TI

B2 AIC BT 2RBOBMNLEFZSZRO LERT 2 2 L,

AfE, BAEICHV S 72 DNA XX RNA 12 FRR iR 5/
MHKE (LOD) U EDONRY T v M3 EEN DA &
HEESNDZ ENMHERINTWD, KEOMEREIZIZBEBANH

B

B \ LOD (7 L v )
Gy NY T <
E{I\‘% D) k ﬂ»ﬁ}g%(%AF)) . b A/JTE
BRAF VG600E 6.4% AF
EGFR SNV 5.3%AF 3
EGFR T790M 5.7%AF
EGFR Deletion 4.4% AF £4
EGFR Insertion | 7.49% AF 5 | JE/INHll A it
HER2 e
(erBB2) | SNV 5.69% AF
HER2 ] S
(ERBB2) Insertion 5.80% AF
BRAF V600E 6.29% AF R AR
RET SNV 5.0%AF 9
RET MNV 5.6% AF 19
ba: R 7} ‘E > E'f'g',
RET Deletion | 5.4% AF /10 R R BB AR
RET SNV 53%AF 1D

=3I/ fTE O BRAF X O EGFR (37 m by ME, ZOMILE »
MERIEIC X D B

3 EGFR L858R ™ AF

4 EGFR Exon19 deletions > AF

5 EGFR p.A763_Y764insFQEA 0 AF

6 HER2 (ERBB2) p.S310F & AF

7 HER2 (ERBB2) p.A775 G776insYVMA O AF
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 . . .
s Ny Tk s M AFE
) (U — R
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 /NI
ALK | EML4- | it
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 BN
RET | NCOA4- . I
285 U — R
RET.N7R12.COSF1491

12 ROS1 FA AT LT ALK A EMEF O LOD (X7 ety by
#r. RET @& &5 7O LOD (Tt v FRIEIC K 0 R H,

LOD £ 13)
(Normalized Read Count | 73 Af&E
#1904 (NRC%) )

BIET | VTR

MET MET- 2 91% FE/ N
MET.MI13M15 o el

B3 ey hRIBICE DB

14 Normalized Read Count (NRC) : MET & 7= 2 V> 14 A% v
VO IEROY — R/ Ay ba—, BERIZT2ET RNA
HokOR Y — N

3) AR EE

(1) ==Y —HA FIZEH L T DEELIMNIATD RN &,
A SCEIC R S N B R OVHEE - &S - T
EHATLZ L,

**(2) AfhIX BRAF V60OE A% | EGFR #1514 %, EGFR #fx

Fx7 Y 20 fAZY, HER2 (ERBB2) i{mf7Z5 4%,
ALK fl& 8151, ROSI @G iE5 . RET MAEE T
MET #5727 YV 14 A% v B2 7 BB KO RET #ix
FEROBIBICHND Xy hTHY, ¥TT7T7x2=T %
VIVERIE R NN T A F =T DAFILALKRF T AN
WM, 774 F =7, mruFoTERE T =T~
LA VIR, AV ANTF =T AVVERE, a3 S F=T K
iy, TINVE<T GBI, 2V F=7,
TV F=THEEE, TV S F=7 mLsF=7 =X
Mo F=T BARNIF=T NTRAVRASYT T
I AT B v (BIGFHZ) 7T~ T = T IREEE K
FRF =TI, T I N Z~7 GG Z)
KOTENLTF =T AN KT, SV PN TF =T D
IR, AT 7= T RN E=AF =T
BN T F =T OHIRMERE KOSV F =T
D HUIR IRBIAR R B~ OWS 2 I E T 5 72D OB fE
AT 22 &, SN B L OHE - HEDSL T
BEAC OV T, JIERE R OB & RAE LD,

(3) —EBOEAEICEI U CILIRET48, (RAEBINEE, (R &%
EMTH L,

@) FITABRRELEEEE, =2—V—F A1 Rl sn
TP CRE A L, FhBSTditE TlRlvwEbE 5 2
L,

A=Y —H1FEBT BRI
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4)

5)

BIELOEE

(1) AEUZBERIZOWTIE, Mk & L RIBRICIREE XI3H 5
DIEZITH Z &, £o. 2B EZFEET AT,
FHRERFIRIC L > TED DN HBRISHED 2 &,

Q) FEHHORGEREIET H56120%. BEEWICET 28R
29 > CEEIRBEIEY) XU eI 70 E XA L CaLst
T5Z L,

(3) BB TRRAEROZERE & OMEE S 7z DNA OFEFEIL.
WG SRR A 2 N 2 T AR SRR IE 5000 ppm, 0.5%(Z72
5 X O ICiEM%—BE T 572 & DNA Ak LT
DFEFETHZ L,

(4) DNA ZHo7et Xy b F oy T ROT T AT v 7 Kl
Eix, R (R SRIRE 5000 ppm, 0.5%) (2
—BiR T2 ST LD DNA &k L Th b REANLER & 7
EHATE L= LA 2 EICH L, EREEDE L
TR D Z L,

PERE
JE/Ni Ra i
() EGFREEFZEER

Adih &t RYE (U 7 V2 A L PCRIE-) ICLHAEERKE )
BREGH LT 56 OB —3E (PPA) | FatE—3R (NPA)
KOER—83 (OPA) &R 1177,

ETO—FRIT 95%LL ETH 0 | RIRTE & AR5 O HIERS R
NEWIERT—H L TVWD Z LR ENT,

R 1 ARG EFHRIE L OWERROA —BUR

3 ARG EFRIE L OWERROA —BUR

— BRI — B 95%C1 * 19
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) Bz FE R (FSRAYXYT TIVRTHY (&
EFHRER))

Kbt BEE Ry —2r 2y 77 v A ([ERFRK
) kDB (PPA). FAME—BE (NPA) K OAR(K
—E#E (OPA) %K 4177,

BRI kER G DN RIKIZI T D PPA100.0%, NPA99.1%.
OPA99.3%& . IHATE & A S OMERE RN EOHERT LT
WA Z EWRENT,

K4 ARG EFRIE L OWERROA —BUR

—EEE O M g 95%C1 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%)

*

o ex19del + L858R ex19del L858R
N .| 95%CT ™ | 95%CT™ .| 95%CT ™
@%(ﬁ 4&4" 1(5)> 4&4" 1(5)> 4&4" 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%)

E1s) Clopper-Pearson 1% F\V T 95%(54EIX ] (CI) #HH

(2) EGFREEFEE (Fa3F=J/KH¥)
FE/NHN IS FE B Sk 0 FFPE iRz FAV, S & R ik
(V7B A LPCRE2) ICL DB (PPA)., k&Mt —
HE (NPA) KO —EE (OPA) %K 2177,
BN HERDE SN BRIRIZEBIT D PPA, NPA LN OPA &
HIZ90% & B2 Tz (F2),

K2 R ERE L ONERRO{F—ECE

—BERp HHE — e 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%)

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

Adh Lt BE Ry —2r v 77 v A (ERFRK
) k2B (PPA). BAME—BE (NPA) K OAR(K
—E=E (OPA) %FHE3 IR T,

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

(5)HER2 (ERBB2) ;&I FEE (VU ILF=D)

A EsE R —r 2oL o7 v A (EREREK
i) WX DB (PPA). BME—BE (NPA) K UEK
—FE (OPA) #FHK 5117,

Bk RS SN BIRIZE T D PPA, NPA M (X OPA &
HIZ 100.0%TH Y . REE L REORER R @V iEECT—
BLTWDZ ERNRENT,

£S5 A EFRIE L OJERROE —HeR

B O S > 95%CL* 10
PPA 100.0% (36/36) (90.4%, 100.0%)
NPA 100.0% (108/108) (96.6%, 100.0%)
OPA 100.0% (144/144) (97.4%, 100.0%)

16 Wilson score method 12 5 ¥ 95%(EHEXR (CI) Z#EH

(6) ALK Bh&E=F

A & R PRIE (B insitu ~NA 7 ) Z A ¥ —3 3 > (FISH)
1 O SRRk AL 5 e (6 (THC) -1 1., LA T TFISH | )2 OMTHC )
Ik BE—ER (PPA) . FatE—ER (NPA) K OVEAR—3R

(OPA) %3 6~8 IZ7 7,

FISH & O THC 7AW 31 S B TH - 7B 45 fil, Wi
NEBRIETH - 2RIKIZ 35 FITHY . Kb & OEE R
VatE—8eRiE, & HI2100%ThH -7 (F£8),

F 6 Adh L FISH Z ik & LalERE R 084 —Bek

—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%)

£ T AL THC &5 i & L ER R0 —Bek

—HER O FHUE — e 95%(CI 19
PPA 100% (50/50) (92.9%, 100%)
NPA 100% (39/39) (91.0%, 100%)
OPA 100% (89/89) (95.9%, 100%)

# 8 Adh & FISH K ONTHC Zxt ik & LI JIIERS RO & — B

—HER O FHUE — e 95%(CI 19
PPA 100% (45/45) (92.1%, 100%)
NPA 100% (35/35) (90.0%, 100%)
OPA 100% (80/80) (95.5%, 100%)

A=Y —H1FEBT BRI
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D) ALK & EEF(ALSF=D)
FE/ NN s B 5 B3k @ FFPE MR Z FAV, KM & bR s
(IHC ¥5-2) 12 LD — (PPA). f2ME—%ZE (NPA) K&
Ve —EE (OPA) #F 97T,
BN HE RGBS N7 RIRIZEB 1T D PPANPA } (X OPA &
HIZ 80% A ATV (£9),

9 ARG L RIE L OJERROA —BUR

—EeREO A — e 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%)

| OPA | 97.8%(180184) | (94.53%.99.40%)

R IRE
(1) BRAF V600E Z &
A ERBEYE (VT VX A A PCR 15-3) L DBME—BeR
(PPA), FatE—FE (NPA) KROE{A—I= (OPA) %% 14
2”7,
BN HE RGBS N7 BRIRIZ BT D PPA100.0%, NPA 96.3%,
OPA98.1%& . XRIE & ARS DM ERH RN B VHERT KL T
WA ZEWRENT,

F 14 A L iE L OMER ROA —EoR

(8) ROS1 Bt &E T
AihERE (VY —AF v 7 RT-PCR) I L DM —ER

—BeREo N — g 95%CI ™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%)

(PPA), FatE—BE (NPA) KROE{A—I= (OPA) %% 10

2”7,

ETO—KFIL100%TH 0 | xtHRIE L AREOPE-BRN &
WERT LTV Z ENRShT,

F 10 A &tk L OMTER ROA —EUR

—BeRO RN — g 95%CI ™19
PPA 100% (50/50) (92.9%, 100%)
NPA 100% (68/68) (94.7%, 100%)
OPA 100% (118/118) (96.9%, 100%)

(9 RET Bt &&= T

AfhEstRE KR —r = 7 vk A (ERN KK
) I XD E—EE (PPA). BE—HR (NPA) KRUOE(E
—E#% (OPA) #FH 1LITRT,

BNk RS SN2 RIRIZI51T D PPA 92%. NPA 97%.
OPA95% & | kL & ARG ORPEFR BB Em VR T—H LTV

LI LBRENT,

F 1L A & E & OWERE R DK —BeR

—HRD K — e 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%)

(10) MET EEFIIVY 14 REXVEVTER (HWTYFJiEEk

1&KF0%)

A& xR (RT-PCR ik (ENARKGR)) (X DME—%
# (PPA), [aME—3E (NPA) K OEH—BE (OPA) 2% 12

IZRT,

BN HE ROE SN RRIRIZEBIT D PPA, NPA & (N OPA &

HIZ 90%E A TV,

F 12 AR L iE L OWTER R OA —ER

— RO — R 95%CI 19
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%)

(11) MET BIEFIIVY 14 RXVEV T ER(TRF=IJIERIE

KFn4m)

ALt RE RISy —7 2o v 77 vk A) I L B
P—EE (PPA). atE—FE (NPA) KOEE—E#E (OPA)

#1317,

BNk RDE SN RRIRIZEBIT 5 PPA, NPA & (N OPA &

HIZ 90%E A T,

F 13 A L iE L OMTER R OA —EUR

—EeRo L —Ees 95%CT * 19
PPA 93.8% (61/65) (84.99%, 98.30%)
NPA 100% (119/119) (96.95%, 100%)

(2) RET Bt &&= T

A ERIRE (R —2r v 77 via (ERER
) IS X DBE—BeE (PPA). BEME—EE (NPA) KU
—%%E (OPA) #1577,

B RN GO RIFIZE T 5 PPA 100.0%. NPA
100.0%. OPA 100.0%& . *tHRE & A5 OB TERE Foas @y it =
T—HLTWB Z LREnT,

F 15 AR Lo iiE L OWTER ROA —ER

—HER O FHUE —BoE 95%CI =19
PPA 100.0% (86.3%, 100.0%)
NPA 100.0% (93.7%, 100.0%)
OPA 100.0% (95.6%, 100.0%)
B KR AR
RET BIzTFLER

AL wtRE (kR —r oy 77 vk (ERER
KR)) WL R (PPA), AtE—HER (NPA) KUA
R—3E (OPA) %% 16 [TRT,

BRI i RGBT BIAIZ I8 D PPA 100.0%, NPA 98.3%,
OPA98.9%& . XML& A ONERENEVERT LT
Wb Z ENRENT,

F 16 Adh &t s L OWTER ROF —ER

—BRO K —HR 95%CI 19
PPA 100.0% (90.3%, 100.0%)
NPA 98.3% (90.8%, 100.0%)
OPA 98.9% (94.2%, 100.0%)
[ERERELAR]
FE/MRRaRH

1. BRAF V600E ZR
(1) BITSTIZITAVINWBERUVRSAF=T DAFILRIKRFIR
o6t AR SICET ERARSE IR (E2201 HER)
DR
BRAF V600E % %% 459" % 12 )RR RE/RMEIT - R DIH/N
MRS R, #7777 2=7 (1H150mg % 1 H 2
FER#YS) L hTAF=7 Qmg # 1 B 1 BEER#ES) OfF
ARG (OBE&RYEEMER A2 & T PRIERE O H 5 BH 57
B, OALFRIERED I NERE 36 Bl) 2MHEd 58 I AEER
FERIRGRIR 2 S0 L7z, B8 (%) 322N d63.2 (95%(F
FHIXR (CD) @ 49.3-75.6) F18 FU@61.1 (95% CI : 43.5-76.9)
E19) Ggy o,
1D e 1E ¢ Clinical Laboratory Improvement Amend-ments (CLIA) #3E X
IS LB 2 b DA TEE OB T RATE (Local Laboratory
Test, LLT) Z MW TSz, 4> a~1 ™ Dx Target Test CDx ¥ A
T DTS RS & ORISR SN TV 5,
I 20154E10 B 7T HF— & H v b4 7,
T 20164E8 A8 AT =4y AT,

A—y—HArERT

CBREE
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(2) BTN EMEEEERAERRELEARICETEIIVD
D RER
] B L W) 575 T AR B PR AR (B2201 5RER) <. 1L (LLT : Local
Laboratory Test) "C BRAF V600E 25 FLEG 1 A3 e S L= s &
RERICH A, LLT EARBO—BEORMNENE T T 72 =T
L NI AF =T OO G- T b D IR B A
BB ar =A@l & UCORM ORG99 2 el L
72

F 1712, PAS-A (¥ 75 7 = =T HAWRE 2R — b o L5
Wt 84E ), PAS-B (A7) wv Vv 7B € 2 WIHEU LDk
PR % B2 T ORI 2 s — b O ARG RAER) . PAS-C (K
TNy P 7RBT | RIBREZ TR R — o E
BT R BREEM) OIRA 28— b (PAS-A/PAS-B/PAS-C) (28T
DAL E LLT IZ K HMAEER O —FEE R T, KL CTHRE
REPE NIRRT 25— (PPA) | B2 —BeR (NPA)
KOV —ER (OPA) O EHEEMIZZILEI 90.0%., 99.1% K
M 95.4%THh -7,

17 Rfh & LLT & O—EE (PAS-A/PAS-B/PAS-C)

—HEROIERE | R N) 95% CIH20
PPA 90.0% (72/80) (81.2%, 95.6%)
NPA #2V 99.1% (114/115) (95.3%, 100.0%)
OPA 95.4% (186/195) (91.4%, 97.9%)
20" Clopper-Pearson 1% JAV 95%CI % i tH

20 PCR 4T & % BRAF V600E 28 B4 IC & 0 e MEfERd

AT T 7= bTAF =T OO G L D RO
FERTIX, LLT RUAIZ XL D BRAF V600E 28 ELEGMESEN] &
LLT IZ X % BRAF V600E 2= B[ ME4E R TR L 7= BiR B9 2P
WEEECH Y | IRBREM OFMIC X 5 2% (522 % (CR)
+E85r 2% (PR)) (X, PAS-B T, £ T 72.7% & 66.7%. PAS-
C T, ThZN609%L 61.1%ThH -7 (F18),

7 18 PAS-B X UF PAS-C @ (LLT Bk, AfiuBstt) M OVLLT [
PESERA T OER OFHIEIC & 5 2Rt 19

PAS-B PAS-C
e R R s %\LﬂT Fﬁii LLT Bt iLE.T lf;ﬁfi LLT Pt

b N=57 e N=36
N=22 N=23

R

Tiﬁ;ﬁ 29.1) 3(5.3) 2(8.7) 2(5.6)

VLN FR A

uréf(?//%)x)b 14 (63.6) | 35(61.4) | 12(52.2) |20 (55.6)

ZE (n(%) | 4(182) | 8(14.0) 1(4.3) 5(13.9)
HEIT (0 (%) 1(4.5) 7(12.3) 5021.7) | 5(13.9)
AN

1(4.5) 4(7.0) | 3313.0) | 4(11.1)

(n (%))
F5h(n) 16 38 14 22
FEEN (%) 72.7 66.7 60.9 61.1

95% CI =20 | (49.8,89.3)(52.9, 78.6) | (38.5, 80.3) |(43.5, 76.9)

2. EGFRBIRZFIIVY 20 FALER
(1) EFRERSE Il #85E& (NSC3001 FER) DL
RIGF D EGFR EfmFT 7 Y > 20 i NER 24 5 R/
1T ORI N R FR 3 308 1 (A AN 34 il &de) %
MBI, ALBRIE DNVRTFTF e~ ML FER) (CP)
LT INVE 2T (BEFHEBEZ) SAEBREOOERE
(ACP) Z i+ 5 7 2 & MU GG Z F20E U 7=, =2
I B T 5 g BT & 2 WIEAF IR (PFS) [l
(95%CI) ] iX ACP #£C 11.37 % A (9.79~13.70 » H) &L CP
FET6.70 % A (5.59~733 5 H) Tho Tz [~"P— FE:0.395,

95%CI : 0.296~0.528, p<0.0001 (ERHI= 27 Z > 7 HiE), 2023
ESH3IHEAY bAT],

(2) ERSLLREE 111 4EERER (NSC3001 RER) TV v oo RER
NSC3001 BRI 1T 2B D 5 HhEH 6 O BRG] % B
< 221 Bl R O PEFREER IR 95 Bl &2 xt5e & L, Rt & LLT &0
— R AT Lo, A& CTH A RAE S LRI BT
% PPA, NPA IZZ 1 FH 97.7%. 100%Th-7- (F£19),

#19 ARdhL LLT L o—Beg
—BEORAE | —FE (N)
PPA 97.7% (128/131)
NPA 100% (55/55)
22 Wilson score method {2 & V) 95%CI % %t

95% CI 22
(93.5%, 99.2%)
(93.5%, 100.0%)

F72. KREKLOLLT CTHMEORE RN S =M 128 Filic
DN T O M A A1 R A 3G L 7, SRS A A7 300 R [P o fiE
(95%CD ] 1%, ACPRET 11.14 » A (8.38~17.58 » H) KW
CPHET6.67 7 H (5.55~851 # A) Thotz [~NYF— Rk
0.311,95%CI:0.195~0.495 ., p<0.0001 (BB v 7' F > 7 iE) 1.
T IR =T Ghln R Z) B51C X B R ROREA S G
TiE, AL 5D EGFR s -7 V> 20 f AL B PELEM
LRI OF ZHEMENTE R 3 1 D M B A IR RIER T
BY | AWM [PRE] X, ACPEEENEN T 11.14
HAKRN.37 » H,CPEEZENEINT6.67 # AK1V6.70 » A
ThoT= (FF20),

# 20 EGFR #1517 ¥ o 20 i A BLIGMEO JR Tl T X dis
FEPEIE /MK e i i FR 3 238 1T D AR S B E R OV 3K D
FFAT A5 R C o> M 44 2 (R

=W
(LT BRFE LLT [tk
A M) N=308
Fifh AR i N=128
CP 7t ACP ¥ CP ¥ ACP ¥
N=62 N=66 N=155 N=153
PFS Hffi(H) 6.67 11.14 6.70 11.37
959%CI 29 (5.55, (8.38, (5.59, 9.79,
8.51) 17.58) 7.33) 13.70)
p;% ﬁgg 7 <0.0001 <0.0001
NP — NIk 0.311 0.395
95%(CI 29 (0.195, 0.495) (0.296, 0.528)

23 Jog-log transformation %% V> 95%CI % i H
29 normal approximation %% i\ 7z Cox regression &7 /LT T 95%Cl % 5

H

3. HER2(ERBB2) Bz FZER
(1) ERS£LREE || 4E5-ER (DS8201-A-U206 SHER) O s fiZ 4 #s 2
DR

{EEFRERE D & 515 MR HER2 (ERBB2) & {n 25 B o
YIBRAHE 72 AT - TR I/ MR it B3 & xS & LT M 4E
ZARBR 2 EE L7, RE 151 B F T AY X~T T
2T Hh v (B %) 5.4 mgkg Xt 6.4 mgkg % 3 @M
MR CRIEFHE L, FRMBITOR/BR, NI RAYRX~T F7
AT v GBI %) 5.4mg/kg D 52 FIZRWT, EERE
i B Td 2 AL ML) R4 EHE RS (blinded independent
central review: blinded ICR) TDFEf 12353 < Z2%h 31 53.8%

(95%CI : 39.5,67.8) Th-7=,

(2) EIRS£REE I #8588 (DS8201-A-U206 HER) T vy
DS8201-A-U206 #ERIZE T D 5.4mg/kg $E5HEZEN Y T 5
i EMRNTEER] 102 Bl OVErEFERIE 119 B2 t5E L,
ARfhe LLT & O—FKREFN Lz, R CTHUMRERIES
NIRRT D PPA, NPA IZZHEH 96.7%., 100%TdH -
7= (F&21),

A=Y —H1FEBT BRI

PT0002-ODxTT-Package Insert-V



#£21 A# L LLT L O—FR

—EeROHEAE | —BeR (N) 95% CI 20
PPA 96.7% (59/61) (88.7,99.6)
NPA 100.0% (107/107) (96.6, 100.0)

F 72, DS8201-A-U206 ERIZH 1T 5 5.4mg/kg B 5-RECEI D
T BT R R ETER] 52 B (F—% v N4 7 22022 43
H24 H) 55, RETHEEORENS S N-EM 28 4
WZDWT DB REZ TN L7z, ZE8h3%1%, 53.6% (95%C1:33.9,
72.5) Tholz,

FIRAY X=T FAY AT H Y G Hiz) &5k
5 B AR RORHMRS SR Cld, AN X 5 HER2 (ERBB2) #fn48
BRI & SRS O B NERENTE N B 1 D BRI RIER
THY ., BHRIL, ThENT53.6% KV 538%TH o712 (8
22),

# 22 HER2 (ERBB2) UE% e F% MEDYIFRAREER HETT - T3
FE/INH R i e ER A L 38 U D AR B E I OV SR L O Zh M iR AT

LM TORHFR
(LLT Rt a
B A ) LT
N=28
TR (0 (%)) 0 1(1.9)
R (n (%) 15 (53.6) 27 (51.9)
ZE (0 (%)) 9(32.1) 19 (36.5)
HET (0 (%)) 2(7.1) 2(3.8)
P REE (n (%)) 2(7.1) 3(5.8)
Z%%01(n) 15 28
FEHH(%) 53.6 53.8
95% CJ 20 (33.9,72.5) (39.5, 67.8)

wk (3) ERRHRFISE Ta 1 b tHEKER (Beamion LUNG-1 5ER) D HERE

HeRPUEEEREAEZ S 1| DU Lo REEROH D
HER2 (ERBB2) i+ (Ful v F—¥ KAL) [IER%E
EIpBFEAMGLE LEEas— MoV, EEMEEA Th
% RECIST ver. 1.1 {235 < BB TS PRFAHEIC L DRY
R [97.5% XM X, AH) 120 mg F 58 (756, BAA9
Bl%EETe) T66.7% [53.8,77.5] (50/75B) THo7= (202445
H23HT—%Hh v hA7),

F7o. AERTENERRZ ST | DL EO{LFEIEEDO H
% HER2 (ERBB2) i#fnt (Fui o F—F AL L4 I
ERIETIRE LS L Lf’ :T~ 23T, RECIST
ver. 1.1 1235 JRBR Y EEATEIEIC K AR IE . AH 120 mg
58 (12 41) T41.7% (5/12&) T&)off (2024 %8 A4 29 H
T—F Ay b A7),

ok (4) EFRHFESE a1 b tH5LER (Beamion LUNG-1 5RER) 1)y

e

Beamion LUNG-1 iRBRD a7k —F 1 LN ak— TRk X
NEEM 128 il (Fuo o F—FRKALY) AZU\BK R R
136 Bla kISl L, Afhd LLT L O—FR2 3 Lz, Adh
THIZRFERNMEONZRBIEICEBIT % PPA. NPA IZhZh
94.7%. 100% CToho7= (£ 23),

#23 ARMELLT & O—FE

—BERO M | —FER (N) 95% CI 2
PPA 94.7% (72/76) (87.2,97.9)
NPA 100% (130/130) (97.1,100.0)
OPA 98.1% (202/206) (95.1,99.2)

F7-. Beamion LUNG-1 B2 A — M 1OV FNLF =7 120
mg 1 H 1 ERAFEEGLEEASTHOS S, KLTHBHED
FERDME DN HE 32 B OV TORZEZ G L 72, ThE
1. 71.9% (95% CI : 54A6, 84.4) ThH oz,

VU PN T = TG K D BRI RIS B iR, ARSI
HER2 (ERBB2) #EFEH (Fui v X F—FBRAL V) Fﬁ
L & EIE OFIPERATEICB T 2 BB IEIFEETH Y .
FNEIT, ZhEN T 71.9% K& N 667%?‘29)07’: (£24),

7224 HER2 (ERBB2) BETAR (Fr v F—FRAA
V) BMEDOGIRREE 2R HETT - FEFE DI fm b B2 IE /I o il 8 i
BB DA BIE R O SR 5 O A PR AT ] C O R

(LLT BBtk n
B ) L
N=32 N=75
ST (%) 13.1) 1(1.3)
HFED (0 (%) 22 (68.8) 49 (65.3)
ZE (0 (%)) 6(18.8) 19 (25.3)
AT (n (%)) 0 3(4.0)
I REE (n (%) 3(9.4) 3(4.0)
£3h(n) 23 50
ZFENE(%) 71.9 66.7
95% CI ™2 54.6,84.4 -

Beamion LUNG-1 RBRD o — b 3 ([2B$k S /-£EM 25 f
(FuorrXF—8 AL D) ROBEMERERE 136 §l%
MBE L, Ribd LLT O FEE2FHH L -, A CTHR 2
BSOS NZBIAICE T S PPA. NPA IZZNE N 46.7%. 100%

Tholz (FR25),

#25 AKREELLT & O—FER

—HEOREAE | FHE N) 95% CI 22
PPA 46.7% (7/15) (24.8.69.9)
NPA 100% (130/130) (97.1,100.0)
OPA 94.5% (137/145) (89.5.97.2)

F 72, Beamion LUNG-1 i@ R— F3 DY U F L F =7 120
mg 1 B 1EREAFEGLEEA 126 FrrrdF—F KRR
APSN) DD HARETHBEORE RN G DI LR 3 Flico
b\f@ﬁéﬁéﬁ%ﬁwﬁ Lz, YU FNF=THEIC L DERNGE
S R Tl AdhIC & 5 HER2 (ERBB2) itfifs 28 B &
= OB NMEMRATEE RN B 2 I, ZhEh 33.3%K
L 41.7%Th 7= (3826),

7226 HER2 (ERBB2) #E1TAR FrvrXF—ERKAA
CUSE) B O IR RE A AT - PR O I/ AR R R Ik
V2 AR B K ONEE 3K D A S AR TSR R C D FR R

(LLT Bt a
R ) LR
N=3 N=12
FERFH (0 (%) 0 0
#3755 (n (%)) 1(33.3) 5(41.7)
ZE_ (n (%)) 1(33.3) 3(25.0)
ET (0 (%) 1(33.3) 4(33.3)
Z3h(n) 1 5
TNHE(%) 33.3 41.7
95% CI #22 6.1,79.2 -

4. RET BERIET
(1) EE£RSE I/ IE5ER (LIBRETTO-001 SRER) DHERE
DALIRIERE D 3 %5 RET @A G 7B IE DO UIBR R RE e 1T -

PO/ NI R E 134 61 (BARNBE 25 flEETe) KO
OfLFEFIERED 720 RET A BB T O UIBRAREE 22 1T - T
FEOIE/N R B 35 6 (AARNBF 1 HlEET) 1Tk
NHF =7 1[E 160mg % 1 A 2 ERRALSL Lz, FEFHMEGEE
Td % RECISTver. 1.1 {253 MSZAHIZ B HIEIC & 554D
KT, TNTND55.2% (95%C1: 46.4,63.8) K TD7T1.4% (95%CI :
53.7,85.4) Th o=,

2) ERERSE I/ IHEEABRI DUV HER
LIBRETTO-001 #RBRAR (4 K O MR =R 14 305 1] 2 v T
ARfhe LLT & O—FKREFM L7z, R CTHEMRERDEDS
NIZBICI1T D PPA.NPA, OPA [ ZEH 86.81%, 100%,
92.75% T o7~ (F27),

A= —H1FEBT B RS
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#27 Adh& LLT & 08¢

—HEROIERE | R N) 95% CI 29

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)

25 959 2-sided exact binomial intervals

F 72, AT RET A BB T B TR S 7= O Lk
D% RET WA BB THMEOUIBRAREE 21T - FFFROIE/ NI
JitiE B 68 151, DL FIRIEE D 72 RET A i i1 Bt o Y B
HEZRTET - R OB/ NI BT 16 Bl & %P5, B-~Ur
T F =T Fe 50N T H D IR I B AR5 3 %
=AWl L TORMLOEROEEEZ MR L, BHRT
ENEND62% (95%CI : 49,73). @69% (95%CI : 41,89) TH
277,

TN F =T Fe 5 XD R FEM RS R T, ARfic &
% RET @& BstEsER & LLT 12 &k % RET @a Bt T L
T-RERA AR BT TH v . TR (2eE%h (CR) +
W75 (PR)) 1%, FhEhD62%E 55.2%, @69%E 71.4%T
Hol= (F28),

# 28 RET A BIEFBYEO IR 2 AT - BRI/
JiliE I 510 D A B B OF LLT BB VEEE R © 0 Ze4h

OILFEERED Y OfbFRIERE R L
U Bl INE N Bt T
N N =134 ARb N=35
N =68 N=16
FERTZN
(0 (%)) 5(7.35) 7(5.22) 0(0.0) 1(2.86)
AR 37 (54.41) | 67(50.00) | 11(68.75) | 24 (68.57)
(n (%))
TE
(0 %) 23 (33.82) | 55(41.04) | 3(18.75) 7 (20.00)
HEAT
0 %) 0(0.0) 1(0.75) 1(6.25) 2(5.71)
AR BE
(0 (%) 3 (4.41) 4(2.99) 1(6.25) 1(2.86)
F3(n) 42 74 11 25
ESHECA) 61.76 5522 68.75 71.43
95%CI 20 |(49.18, 73.29)((46.40, 63.82) (41.34, 88.98)|(53.70, 85.36)

R IRE
1. BRAF V600E TR
(1) EINE I #8545% (ONO-7702/7703-03 FHER)
BRAF V600 25 2 479" DRI EIFRR A8 72 R e 3 22 Bl
U ETLHRR I B 17 61, FRIRAR L R 5 6) 2 %5
W2, mvad7e=7 (450mgx 1 H1[E) tv=2XF=7 (1
[\l 45mg 2 1 H2 [6) Z0HH&E L, FEFMER THH L
RN IBIT B %3 (RECIST HA R4 > 1.1 fucH-S<
JUHIEIZ XD CR XiE PR) 1% 54.5% (95%CI : 322, 75.6) Td
D RELERRTLRCIE, B 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) EREIHRRERI VST REE
LLT (if%) OfEHR %A % ONO-7702/7703-03 7k & D 38
B &2 VTR & LLT & O—3RE2 7l U7z, Ao CH B
WG SN T-IKICI T D PPA, NPA, OPA [ZZ 1124 100%.
75.0%, 96.7% CThH -7 (F29),

#29 Adh& LLT & 05

—HEROIERE | —HE N) 95% CI 20
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 RIAEIBR R AE 7 HOR e s
19 fil ORE KR OVLLT Ttk Zxt%ic, = a7 7=2=7 KW
V=X F =7 O G20 T B LIRS B 23RBS
ayR=F il L TORMOERIIA M5 R L7,

T a5 7 =7 RO = A F =7 ORI X D ERE
FRARE B TR, AT & D BRAF V600 28 B4R & LLT 12
X % BRAF V600 25 GMHAE N TR U7 BRR B A 20 M AE R
FEECH 0. ZhE 5228 (CR) +E5%E% (PR)) L.
55.6% (ARM&EONLLT &) TEBPE) . 57.9% (R &R OLLT

GRS = 7213 iR) THE) & 54.5% (LLT BtE) Tho7- (3
30),

7 30 BRAF V600 Z 52 473 5 AR IGYUIFR A HE 722 ORI 2 12
BT DA & OV LLT Bt 4RI TR R

o G | (T HE "
gE (. A | R By LLT i
: -~ P, ARG N=22
N=18
N=19
FERTZN
(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 (%) 55.6 57.9 54.5
95%(CI 20 (30.8, 78.5) (33.5,79.7) (32.2,75.6)

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

12 UL EO@ILFRIERED B 5 RET fhAE st oRE
BIBRAHE 72 ORI /2 10 5 (HARNBH 1 B2 5T) K0@
{LFFERE D 72y RET @lEBAR 1B O ARG YIBR A BE 72 HUIR
R R 12 Bl L~ L F =7 1 [ 160mg %2 1 B 2 [N
5 U, TEEFHMEEE CT% 5 RECISTver. 1.1 (2353 < fArgT
MZEASHEIC LD EHFRT, TNENE50.0% (95%CI: 18.7,
81.3) K U@100.0% (95%CI : 73.5,100.0) T >7=,

() EREARSE I/ IHEEABRI YYDV HER
LLT OfE %% 9% LIBRETTO-001 FRERME A K& U2 M 3 i
7 95 Bl Z VT A & LLT & O—BeRA4 3/t L=, A& TH
ZhiskE R DG DN TZMRIKIZE T D PPA, NPA, OPA IZZhZh

90.91%. 100%. 97.50% T&H o7~ (F31),

#31 AL LLT & o—3R

—HROIERE | —HE N) 95% CI 29

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%)

F 72, AdHT RET @A BB B2 s & 4L 7= @b R IR
D¥d 5 RET @& 8T HIEORIEEIBRARE 72 FUR S B H 4
B, AL FIRIERE D 72\ RET A5 7B DR TG EI bR AR RE /2
LR R FR 10 B 2 kT8I0 BV D F = 7 B SR T b
B HR I B E 2T S a = F Bk L LT ORGSO
RINENEZ R LT, BRI ZNZE25% (95%CI: 1,81) .
@100.0% (95%CI : 69,100) Tdh 7=,

NP2V TR it o SN Nl Y Y7 NS 7 S el o S N Rl
% RET @A BTN & LLT 12 & 5 RET & HMEEM THRE L
TRERBEERE IR TH Y . TR (52F (CR) +
53750 (PR)) 1%, TR EN@25% & 50.0%., DV 100.0%
ThoTl= (F32),

A=Y —H1FEBT BRI
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# 32 RET ARG B BRI B S8 2 AR5 i & O
LLT WGEEE R T Z82h 3%

O FHIERED Y OIFRERER L
Bk iﬁﬁg LLT Bt iﬁﬁg LLT Bt
[a[=827) N:]O [a[=8277) N:12
N=4 N=10
o g
ikl 1(25.00) 1(10.00) | 3(30.00) | 3(25.00)
(n (%))
A AN
552 0(0.0) 4(40.00) | 7(70.00) | 9(75.00)
(n (%))
ZE(n (%) | 3(75.00) 5 (50.00) - -
Z%0(n) 1 5 10 12
ZERN=(%) 25.00 50.00 100.0 100.0
95%CI 20 |(0.63, 80.59) [(18.71, 81.29)|(69.15, 100.0){(73.54, 100.0)

AR AR R

RET BT ER

(1) EFR#£RS I /04858 (LIBRETTO-001 3XER) DAL

O HRIEREDO &5 RET 8512 BGHEORIRUIFRAREE7R

FOR IR B3 96 5 (A ANEE 1 flE2ET) K OOFIE
EED 72 RET 815728 BEGMEO R IR U BRA e 7 FUIR IR ffkR
FEER 89 Bl L~ L F =7 1 [ 160mg % 1 A 2 [ M #%
5. U7z, FEFMEE T %5 RECISTver. 1.1 [ZH-3 < Sz ERA
ZESHEICL DENFRIT. TNENE67.7% (95%C1:57.4,76.9)
K O®62.9% (95%CI : 52.0,72.9) ToH -7,

() EREARSE I/ IHEEABRI YYDV HER
LLT OfERAH 9% LIBRETTO-001 #RERRE A K& OFa 3 i
4293 #i| & IV TASL & LLT & O—8BR 230 i L 7=, AL TH
ZhiskE R DG D NTZMRIKIZE T D PPA, NPA, OPA IZZhZh
90.53%, 98.18%. 9224% Td 7= (3 33),

#33 A#hE LLT L o—FR

—BeROERE | —BER (V) 95% CI 23

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%)

At C RET @+ E RGN HER I N - FRIEROH
% RET i85 12 BEG M OARTE YIFR A 78 72 R IR Gl RS B2 69
B, ©ILFFIEFED 72\ RET AR 28 BB E DR IG YIRS B
7o FURBRBERSE B 57 Bl 28T, B~V F =T R
WA T o D FR RS B 28T a v =4 gkire L
TORGDOEKRANEEHB LT, BORITZZENEFNO67%

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

TV T =T FHAT KB EER AR RS R T, A X
% RET s 2 BBV & LLT 12 & % RET s -4 Rtk
LR TR L7 BRR A MERE RIS AR CH 0 . B (248
4 (CR) +E85y %4 (PR)) X, FNEFNO6T% & 67.7%, ©
68%& 62.9% Th o7 (5 34),

7% 34 RET J#t{5 128 B4 G0 FOIRBRBE RS AR 12 38 1 2 A i
OVLLT B PR C o2 2h 3

OLFRIEED Y ORI L
R Ve S Ve SR Bt S RRE L
Hab N=96 e N=89
N=69 N=57
prayen
TTHL;E ;)j] 1(1.45) | 1(1.04) 5(8.77) 5(5.62)
*Eﬁi’g);)j] 45(65.22) | 64(66.67) | 34(59.65) | 51(57.30)
ZE (n(%) | 18(26.09) |25(26.04) | 16(28.07) | 29(32.58)
HET () | 1(145) | 1(1.04) 1(175) | 2(225)

RN

4 (5.80 5(5.21 1(1.75 2(2.25
(n (%)) (5.80) (5.21) (1.75) (2.25)
F%h(n) 46 65 39 56
BRNH(%) 66.67 67.71 68.42 62.92
95% CI 20 |(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
K4 PR SR
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
K4 PR SR
Ion PGM Dx Library Reagents -30~-10°C
Ion PGM Dx Library Equalizer 2~8°C
3) Ion OneTouch Dx Template Kit
K4 PR SR
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 ™26 15~30°C
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	注1）本品の構成品ではなく、併用品
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