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WA CHEREN. CDx EUTHERET D EGFR BEE (I
V> 19 DREZEES KU IT IV 21 D L858R ER).
ALK BIzFRE. ROS1 EGFRES. BRAF V600E ZR
[CH0R. 2019 £ 10 HO—EPEEICL DT T790M 25
O EGFR BT OWIRZER (uncommon mutation)h%E
mEnrz ®, E5(C 2021 % 9 BIC(E RET R&ER T
2023 £ 8 AICIF HER2 ZR(C DLW T HEXERBIGHITE
DiEBE LU TTEMlENz. HEKEESET® LOD F(CDWLT
FR2DEDTHS 1O,

2-2. WBATIZIND N Dx RIVFIAZVINZA>
B AT A

it A > )0 ) CRIUIGNSCLC (THHE LTz NGS 3%
ZFU\z CDx T, A THEFESNZ. BT 2E8LFZ
N (B2 —)L) (ERIFTHEBUEL, +RIR8FET
S RERT BT ETHREBEZB ESE TS M,
R ICHEETE DNA HELTFRNA £(3 10 ng A EE=h,
BESEEIEE 5% A #REIN TS (X 2) 12, FFPE
RADMIC SRR (C DV T B BN A S (CHREIR
NEIEEETED TL D, MR Z AV DIHE (. RIEH
fas2s i A SAREIRLE AR &Gz MR U . RIEEZ2
Sl (C K O AR Z /D U T2 18, FEER C = TeRT7igtk =
B9 D, MIEZIREDIRRICIE. GM B EIFENDKEE
EEERIA D OISR Z WD e > /(0 MR
JUE. 2023 £ 2 B(C 4 BT (EGFR. ALK. ROS1.
MET)(Z.2024 £F 2 B(T(FHBHNT 3 BIETF (BRAF.KRAS,
RET) [CDWTRIRSEA SR>z (R 1BXUR 1),

(4) B¥AY ) LTOTF7AUIRE (CGP)

NSCLC DEER TRWVWSNBVILFELRFIRE (B:F
JSRINRE) (ClE RELDITFTIDODOHEENHD. —D



2. M AR —H—REORNEILF T LY ORELFIRE

(F. CDx & U TODHEN - BRI ZH M men/zd>
INZ A PHHRE. B —DIF/FED/NA A —H—DF
BT RESNCELFREEZHRSN(CHIRI L TA
ERIR(CDIRSFDNAL / LTOT 71U (CGP) 4
HETHD. RRINBE SN TLBTILFELFRAEG £5
SHMRAFEMASDOHEZET D. CGP DIzsHdDYIL
FELFIRE (BnF/ \JUEH) £UTIE 201946
HI(Z F1CDx $&KU [OncoGuide NCC > JJ)XRILE R
/A (NCCA> /)WL) | MRIBER SR ofz. 7D
2021 £ 8 AB KT 2023 £ 7 AIC(Z. mEEHRAZAVLE
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HEBB(CHNIZ T CDx & LU TOMREZERFFD (K 1), NSCLC
PASDIEREICDWNTE. NTRK1/2/3 B&EBILFZHBT 3
EfzE (NSCLC Z53). HER2 JE—HREEEEI DA
#Z > BRAF V60OE/K ZREBUHOEBEMEERIE.
KRAS/NRAS B BIDKZREEDM. BRCAL/2 BILFEE
PEIEDINSEES KURNIARE. FGFR2 MI&EBETZE T
DIEREICHT L. ENTNOWNRERDERERD CDX &
U TCOERNRHSN TS, £z, MSI-high #5393
&k BES LUOEREICH T RREF TV IR~
PAEER (THRIILYTBLURATOVITT) D CDx &
UTCTEERBESN TS, FlLiquidCDx (&, fR#EENH
FHIMERCH T DVILFBIGFIRA T, FICDx &EIER(IC
A CGP #EES KU CDX E L TOMEEZBL TS &
1 [RUTZED. FICDX &FHRERDEERRNERD
RICFEBIVETH D,

BEEEF(CBULT, ALK, NTRK1, NTRK2 BEFI(C
DVWTEREE/ (— b — BB CF U THIR L OTER
JZHY. NTRK3 BILF(CDULTIE NTRK3 BADIES (372
<I\— b F—EGFRINSIEL T Dzd. BHETTFHI/N\
— b —THOHEDHRLEEIETH D, &k 36 EIR
FORTIEINETICETVE-NTRKIFIENZ <IREETN
w3 1,

128, F1CDx KU FlLiquidCDx T, #KIEITART
K[E FMI #t (Foundation Medicine, Inc.) (TEftEN.
DNA #iEMNS52—DOTI 2R T8, )\ A>T
AT A SV U(CRDT IR LBRNEBEEM TSN
FZLIR— MERE T I N TRETTHONS. F1ICDx DL
R—bIE. ®&AIC [Companion Diagnostics (CDx)
Associated Findings] &WS4&4 MNLTOI/IZAZE2
W CRADDBELFERDREBREBRERICH T DEHA
NEEH=ND. CDx EULTAHAWDIBETEE CDELRT
[CDWT DEER BRI ENDA. 2D [Companion
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Diagnostics (CDx) Associated Findings] (CEd&iEtiz
FEROHZE(CED ZEN RIREBHSN TS, TN
D tERZZECAWND 2 (CIE BIRDRIREZETIE
Tld, BEEEMNMET (RAH) Lo ERHRT. ITF+X
N—= N RILTOERERDVENDD.

2. OncoGuideTM NCC A>)\RILSRX5FLA (NCC
ZA>33)\2RIV)

INATUY RFCTFv—>—OT>ERAVE
CGP #&T. NSCLC ([CBIULT(& CDx & L COtkaEFH
L7R0Y, 2021 4 2 ADEEAGRICEL > T HAKE 124
B FOIREER -1/ RERER CELTFIEE. NTRK3
ENZ Iz 13 BIEFOBGFRIE. TMB HKU MSI HH&
BAJfE LD Tz, GBI FIE/\— b —EEFICHHD
59 RHTIEETH D, EEMMERE DNA 217 TR<. IE
B> bO—J)LEUTIRESMR (RAEIM) %K DNA Z
AWBZET, FNREGCFLETEHTRICHINTE.
B L FER A TEHRRIECFERBXRI TS
VSN S D,

DNA SAJSU—RARHEFY NEB G TFEEBINT
OJSAN5R3I>ER—S a3 EBRKBT.
NextSeq™ 550Dx > XFA%ZBNSZET. REFREIC
BT 1S015189 HEDE=EREZ T TV DIREHLE
FENAY ) AEERPRIRR CHREAXRMAIE TS
=

3. EOfthd CGP

LEBHNIE. #RA745EE I D CGP VAR NE

AEna3&dCroic. MBERAKZAWTITD

[Guardant360 CDx M AGEIET/ RV Tl EfEE
E®D ctDNA ZFTIIRE U, 74 B FICDVWTRREBER
VA - XK, BioFiEE. BEeEnFRU MSI-High =
RETRE T D, E/z. FECHITSD KRAS G12C HKU
HER2 ZRE(CM LT CDx #eEZzHI D (k 1),

[GenMIineTOP WAL/ LTOT 710 AT
Tl&. BfZEEZRBOEEZHEMIRE,SHE Lz DNA &
RNA DAth(C, E—BERROIFBEMIT (MRIRE)
Sihit U7z DNA ZRAWTEIZITD. 737 B FHE XYV
TERT 7 OE—5—HIOZRE (BESBH, B - R
K. JE—HES). TMB RO7. BaFRlE (455&(x
F) BROTOVURFvESD (5EETF) HDNILE
LFREE (27 EfcF) ZRHTIETH D,

(5) #pbic

T - BRIFNMEREEICSWTE. RSAN—EIRF
ZIEN E DD FRERIEDMUENE < RELEFNHA
FCEDIEMEETHD. ULIEH> T, RSA/N—EIEF
BB ZERCZITEDINESMNBREBDOFRICKE
{FEITD. DHIREERORSA/N\—EzFZE. IN
THIELERER (CHUR (CEZRIT B2 (C(E. <ILF CDx D
ERANBHEREIND. TNETNDTILF CDx DFsE
BEZL. BRAREB(ICIE U CEY)ICREBEZIBRIRT 20nEND
Do Ffo. T5RZDFRRNAREOFRELITLC, O
DINZAZ B DM R ERDELFNIRL LB
NBRIAHTHD. MEZEEL. RROEERES KUZ
WrERDIBIR RS LIS 5. BBRICHTZ D TVEIEE0N.

10



2. M AR —H—REORNEILF T LY ORELFIRE

&

1. Wang M, Herbst RS, Boshoff C. Toward personalized treatment
approaches for non-small-cell lung cancer. Nat Med.
2021;27(8):1345-1356.

2. BAMEFS. FESEAARS1> 2023 iR, 2023 .

3. MNIITBUEA A ERREBRMEISRRESHEIER-—LAR- IONZAVZRIE
E 0 B ® https://www.pmda.go.jp/review-services/drug-
reviews/review-information/cd/0001.html

4. BAREBZ., [F/ILAZEBREHABRARBVAERE]
https://pathology.or.jp/genome_med/pdf/textbook.pdf

5. Schrock AB, Frampton GM, Suh J, et al. Characterization of 298
Patients with Lung Cancer Harboring MET Exon 14 Skipping
Alterations. J Thorac Oncol. 2016;11(9):1493-502.

6. AmoyDx® fifi &8 Y ) F E = ¥ PCR N X ) &K X &
https://www.pmda.go.jp/PmdaSearch/ivdDetail/ResultDataSetPDF
/850278_30300EZX00076000_A_01_07

7. AR5, JRIBLERIR 35, 653 (2017)

8. Lindeman NI, Cagle PT, Aisner DL, et al. Updated Molecular
Testing Guideline for the Selection of Lung Cancer Patients for
Treatment With Targeted Tyrosine Kinase Inhibitors: Guideline From
the College of American Pathologists, the International Association
for the Study of Lung Cancer, and the Association for Molecular
Pathology. J Thorac Oncol 2018;13:323-358.

9. BARMEFES. A>IYA> Dx Target Test YILF CDx SZXTFLDENR
EGFR & & F ZE E C B 9 2 MKk VI >2KLT

https://www.haigan.gr.jp/uploads/files/%E3%82%AA%E3%83%B
3%E3%82%B3%E3%83%9E%E3%82%A4%E3%83%B3_EGFR%
20uncommon%20mutation%E5%8F%96%E6%89%B1%E3%81%
84%E3%83%AC%E3%82%BF%E3%83%BC_20190712_%E7%A4
%BE%E5%8D%B0_r%281%29.pdf.

10. A>3 A4 >™ Dx Target Test YILF CDx YRATARMNE.
https://www.pmda.go.jp/PmdaSearch/kikiDetail/ResultDataSetPD
F/840863_23000BZX00089000_B_01_16

11. Kato K, Okami J, Nakamura H, et al. Analytical performance of
a highly sensitive system to detect gene variants using
nextgeneration sequencing for lung cancer companion diagnostics.
Diagnostics. 2023;13:1476

12, FAAISNIMRIL® Dx RIVFIVINZAVEZMIS AT L TAXE

https://www.info.pmda.go.jp/downfiles/md/PDF/471589/471589_
30400BZX00263000_1_01_01.pdf

13. KEME, BEME—. HREERICBIBMNIAT ) AERORIRESHE.
e, 2022;62:173-179

14. Sunami K, Ichikawa H, Kubo T, et al. Feasibility and utility of a
panel testing for 114 cancer-associated genes in a clinical setting: A
hospital-based study. Cancer Sci. 2019;110:1480-1490.

15. Pinto A, Nose V, Rojas C, et al. Searching for mammary analogue
[corrected] secretory carcinoma of salivary gland among its mimics.
Mod Pathol 2014;27:30-37.

16. Schram AM, Chang MT, Jonsson P, et al. Fusions in solid
tumours: diagnostic strategies, targeted therapy, and acquired
resistance. Nature reviews Clinical oncology 2017;14:735-748.

17. Skalova A, Vanecek T, Majewska H, et al. Mammary analogue
secretory carcinoma of salivary glands with high-grade
transformation: report of 3 cases with the ETV6-NTRK3 gene fusion
and analysis of TP53, beta-catenin, EGFR, and CCND1 genes. Am J
Surg Pathol 2014;38:23-33.

11



