Sysmex Journal Web
Volume 25 No.l (2025)
Web 2AB8H : 202546 A 25 H

13

)74 ISSN 1345-7144

C-CAT UZII7—IFT—RICEDL

OncoGuide™ NCC A ANRIL AT LICL D
DAT/L7A7 71 ) VTBREBERRL

AVNZF V2GR & O LEEEE

W R, 72 RN MR SEEERL BT A

%1 YZXy I AR BER - R7ITHEAR h X ZY—R— bR EMYR— I IL—7  EHARESR 1-3-2 (T651-2241)

2 PAXY U AHASH BRI VD=7 ) VI RER
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BB LT, EREMRRYEGCFEEETRE L COXREICH T2 NOPRED2MAHE—HXR, BHE—HXRIZ
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Profiling : IR, CGP) OfER, X FEEZF DK
B (DAY 7 AEHRER L > & — (Center for
Cancer Genomics and Advanced Therapeutics :
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201946 H1H25 2024 4 6 A 15 H £ TICHHR X
N7z 75,663 BIDEIERAERED S5 H, NOP AR
U7z 7,750 il 5 e LTz,

2. A&

NOP & TOELEFREMRMMER L, HRER
ELTHERINTY 2B CDx & [ffifs : EGFR
Bn A% BRAFEETAER, ALKM&ERT,
ROSI @& B Is ¥, LM : HER2 8408, gBRCA1/2 58
ETER, REE - - B KRASEETERE, NRAS
EIRFARE, BRAFEIATZAY, HER2 HiE, K
UNBEET) | KRAS I FAR, NRASEILTAR,
BRAF &1nTZ %, HER2 ¥R, FZ/8% : BRAF Eix
TER FEEHA~A 703 T 54 MAREE (KL
T, MSI) ##E] ofiFIcoVWT, BEBEFDLLIZ
N 7Y MM TO—HRE N L. C-CAT IC¥
FRE Nz COX AT — XIERHEE ANY 7> ME
WO EEN TV EGFR EIn T A%, BRAF BT
Z 5 KRAS/NRAS BIa FAERIZOVWTIIEIR TS
KUNY 7 ¥ AT O, Zh LA OELR TR
WIZOWTILBE RN TORNT 2T o 72, &,
X5 7,750 5D 5 & BETF CDX MEAGE RS EFRI N T
Wi o Fe HIEARER 5,552 il 2 BRA L, FF 2,198
Bl % AT ER & L7=. 2198 il 5 5, NOP M ic
X N7 MR D EREGER AL I R FE B A3 1,398 fill, HRf%
B3 796 i, FHEADY 4 I TH 7=, CDx MEICHEX
NTMRDIFHRITER I N TV R D 5 7.
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MR R ERBB2 Bin FHEIE (2 v —HoZ1k)
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IHCE™ 1% (3+) BRI (2+) 214 (+1/0) TR/ RRE
BHiER &z—lﬁ EEELE f‘%l'f*f 3‘?;“
l FISH}ETHESS
FISH:%™ (13 equivocal FatE HEAHE ﬁfﬁ%ﬁf L,E
l l
pirgR Bt BET [@111{ i\i;ﬂ SSELY

*1 TEFRE HER2 FRIELMT 14 VR F2hR #il1” ORESZH 7LV LESEIL, IHC OEREEBRTS.
*2 FERVHEITERWVWIES (equivocal BT), REBRFBLLTHRNETS.

X 1. EfhH'A HER2

w R

R EE FER [HZE R (Single Nucleotide
Variant : LR, SNV), i ARKEZERER (Insertion/
Deletion : DL'F, InDeD] #HicB1) % CDx #Hifk &
NOP M# & OHIE —HHE LR 112, B THEE - @t
AHEMEEBEB XU MSLIZBIT % CDX A & NOP
ME e OHE—HERER 2 I1T/R L. NEIZA CDx
M % 524 U 7z NOP M & SZ MAEFI % (AR, NOP
SEGIE) ZRd.

RHIIGEE T2 R (SNV, InDel) Zxf4y L=
& (N<10floFHiiE) OBME—2%31380.0%
~100%, FaME—BR1Z 87.0%~ 100%, LfRk—2
X 87.7%~100%TH o7z, £z, NV 7 ME
A & 22T - -l D EGFR BInFZ 58, ffijs-
Kiaks (N E ) - KRG D BRAF Bin FAR,
K (NS Te) D KRAS/NRAS BIn AR D
CDX MREGHHIZ X R e Lz NOPEDNY 7 >
L a R yHA oK —BERI, EGFR BInTAR
MiEE A3 100% (37/37 ), BRAF BT ZEBRMAE N
98.0% (50/51f5]), KRAS #n T2 BME D 98.5%
(405/411 1), NRAS &I TFZEBED 100% (20/20
) THotz. LLENIETH 2 CDX ME D HFEE
%, CDx Mif=Z#i4: 3,083 fil4, VU 7L & 4 4 PCR

RIEZH 7LV XL

15 4.2% (134 f511), PCR-rSSO %43 43.1% (1,305 i),
KA — 47 > % — (Next-Generation Sequencing :
DUR, NGS) ##2303% (10 #il), % o i A~ B 23
52.3% (1,634 ffl) THo7= GETEE CDXRAE L
NOP MEDM 22 L T\ 1337HlD 55, #
D CDX B %2 L TWIIERID D - 72728, &
3,083 il 45T L 72).

B THEEZ R LSS (N <10 6o FEif
&%), HER2IEIEME (THCA & FISHIEOE EHIE)
2B % NOP W HE D 51— 1 54.0% ~ 80.0%,
REME—B0E1% 99.2% ~ 100%, RIR—FRIX 91.7%
~993%TH - 7z. B TRIE (MR I2BWTIE,
CDX ME DN G & 72 5 il T D ALK @i &85 1%
ROSI B & BART D FAERD 5% Kiifi L (KRFEETH
BZehn, AR TIEIBICHT BB R
DI & 72 o 7223, BBtE—BeR, BE—2E, 2K
—H R FZzhzh, 50.0%~ 71.4%, 99.6% ~ 100%,
98.9%~ 99.6% T & - 7=. CDX MA DA BEIE T
HFENE 2 541 ik, V71 & 4 4 PCRE (FISH
EOFH O 12 &) H3.7% (20 1), NGSEH
1.7% (9#), THCIEE =1& %D FISH i 30.3%
(164 f5l), ZDMAIAA 64.3% (348 ) TH 7=
(M EEIET CDX BE ¥ NOP ME DM 5 %22 LT
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W7z 285l 5 B ALK @& EIET & ROSI & &R
F DM} D CDX ME %32/ L TWIERDH - 7272
DHEt 5416l UTHEEI L), MSIBREICBWTIL,
NOP # # #% 5 A% MSI-high @ 5 & % B 1%, MSI-
stable DA EEM Y Lz &, BE—ZCE, B
— X, 2fR—HBEIzhZzh, 833% (5/614)]),
100% (134/134 f51), 93.3% (139/140 ffil) T&H > 7=.
MSI O FEENIZBIER 140 flo 55, < LF 7
L w27 ZAPCR-7 7 7 X > MENTED 44.3% (62 ),
NGS iED 1.4% (2 ), Z DAL 54.3% (76 fi])
THo7-.

AR RY OB A GEEYHMRE) TH
% gBRCA1/2 BInFZ % () ZXRE L
TlE, H#% CDx MEGMES RNERD D, Fi2ik

WA REN ) LERSIN, REANY 72 5 VUS
(FRRMEZRAHZANY 7> ) XN 5E61
B2 b s 728, NOPME T [AHDERICT
f@NT 21T o 72. NOP BSWH L7= N 7 > b 230
(NOP 2Z 83 % Clinvar 7 ¥ C Pathogenic, Likely
pathogenic ¥ BFF XN TWBIHRMANY 7> ) L H]
EXINGEEREY Lz &, NOP REDGME—
BB, BEH—BR, -8Rz hzh, gBRCAI
T 62.5%, 100%, 98.8%, gBRCA2 T 87.5%, 100%),
99.6% T & - 7= (¥ 3A). gBRCA1/2 EAr* 1 CDX
MAEBED D NOP MAEREED 4 4 (R3B) T
IZBWTIE, NOP 23N 7 > b 2IEH, B
FHE LT /77— ayENEsDTIIRL, N
V7 Yy ERERH S TWIRro 7.

® 1. (FERRT BEFER (SNV, InDel)

Y woxtgm o e
OIS casramss w0 noxtam 0w e
N woxayn os o7
sencTEngs g0 OLONOTsew e s
R BRAF BEFEERE 78 100% (7/7) *3 90.1% (64/71) 91.0% (71/78)

[59.0 ~ 100]

[80.7 ~ 959]

[82.4 ~ 96.3]

*1 & CDx REZ =R L 7z NOP JEFIE

*2 EGFREGFZERERE (CDx) BMUMD/N) 7> b L858R, G719X, T790M, exon-19 KK, exon-20 A TH D, COx REMM 37 FlICH §3 NOP &

BEDONUT Y —EHXRIL100% (37/37 ) THo7-.

*3 BRAF BIGFEERE (CDx) BMERFID/N) 7> M V600X TH D, CDx &M 516IICxd 2 NOP HRED /N 7> b—HZFK|% 98.0% (50/51f) THo7:.
*4 KRASEIZFZERBRE (CDx) BB DI RV ZERIF codon12, 13, 59, 61, 117, 146 TH D, COx BRAEMEM 4114 (IR VERBBRABEAZRL) ICxt

9% NOPRED IR VER—EZKIF 985% (405/411%)) TH-o7-.

*5 NRAS BZFZEKRZE (CDX) BMAIDIRVZERIX codon12, 13, 61, 117 TH O, COx RERM 20 FICH T3 NOPRED IR VEE—KE(IL100%

(20720 f5) THoT-.
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® 2. (FHIRRY) BIEFIEE - BS BB, MSI

e wowses  w  palny piiens e
e = s e
cosmemEzes 2 D802 0oxGssss  sasx %)

B A * MSI R Z 140 83.3% (5/6) 100% (134/134) 99.3% (139/140)

[359 ~ 99.6]

[97.3 ~100]

[961~100]

*1 & CDX 1REZ R L 7 NOP fEfI#

2 ENAD 14 NAE (REERRE, e, U, BEE, B, B (NBESC), FFiE, BEE, KEE, RIEE, sitipE, F35%, IR IEE, K

THAHERME, Z0fth) AFHES N,

5 3. EEMRRY) oBRCA1/2EGFER (IE)

A. NOP & /N 7> k DIEIIDEEIC & 3 —BERET

BE—E (N) EEME—8E (N) 2F—KE (N)
s *1
COx 1R& N [95% {E4EFA) [95% {E4E ) [95% {EREXR)
s o 62.5% (5/8) 100% (249/249) 98.8% (254/257)
9BRCATBEFHIRE 257 [24.5 ~ 91.5) [98.5 ~ 100] [96.6 ~ 99.8]
. 875% (7/8) 100% (248/248) 99.6% (255/256)
9BRCAZ BIRFHIRE 256 (473 ~ 997] [98.5 ~ 100] [97.8 ~ 100]
B. NOP#&HE/\NU 7> DRMDEICEITZMEHEIR
a. gBRCA1 DFE b. gBRCA2 DIEE
CDx & CDx &%
mE B AR mE B AR
RHIRE 5 0 5 AR 7 0 7
NOP #&& NOP &7
Rt 3 249 252 Rt 1 248 249
at 8 249 257 as 8 248 256

*1 & CDx 1REZ =R L 7z NOP JEFIE
*2 N BERAONY 7Y bHRE S NIERAS ST
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Z
1. CDx BRZEBY - NOP BREREMOR—HIEH

AAR—HUL, FICOBLR TR RPN RN
V7Y cHESY PATDEY, QFBREIT
RO — M (RIASEAMRG R X 2014
YIRS X 2 IRFEI R — e, R L i
WTHELEZ 07 7 AR 6N 2 E/AE—
), OBEHEE (KVWEEMEEEEHE) 2% %
5N3. C-CAT U 7T —)L RF—&»n5 AFA[hE
RIEREHOTER L 25, AllEkFER
(SNV, InDel) 281 % ~—2fHl4 38 i, ©H
2451, @H3 74, @H 26, ZOMFERFHTD o
TAIEGIR S HITH -7z (72721, RENARE—HIc
B L CI3FEAIR G R EOEImARICK D, +oiamM
HnTERP o). T, BIETIHIE - S EE
BizBWTE, BHEEBDRWETH CDX AN
B, NOP MDA FEM: & v o 7 E B ARG 2
By NPHFICHZER o7z, 25 DK
Lo KREIKEFEL, B FHEEMREOEA,
JRPEAEA T THC £ FISH £ & b CDxX MG &
7% - T3, NGS ZFHLZNOPRETIX, HAM
ISR EFMAELD DNA 2 F e D TR T 2720, 7
AMRRICIEA S 2 IEEMU2s~ X 7 2, mHIKE
PME R UMM OFE R TR L 72 2 & S HERl X
7=V, AT, THCHERIZZ Y R EBHRD 1=,
ERBB2 BIn THEIES D THMETHIRERICL > T
BBYEHIE & 72 b, NOP MEAS R & TeffE L 7= TREME ©
#z 507> (Supplemental Table 1).

F72, b N AEHIDR 50% 1% KBRS T B
h ¥, HBEEYVINTEEFRENET TV R G
DNA 252 7u— 7R ELPHETH 2 V. X5
12, FeAE o BSOS ) ABHIADT v BV 7R
W75, 2070, BrTMENT /) LDKIE
BLBIACTA U T3 ROSI BEBIE TR EICBWT
%, DNA R4V TdH % NOP MEDMHICIRR D H
%78, CDX AL FAFOHEZITS ZeH LWV
LEhnbbeEZ LN,

2. CDx BERRM « NOP BEBMOR—HIER
AA—HZ L 1HDS B, FICOWERT 3
EZohs. Hib, CDXMER T LTH %21

DEGEIE TN ORFEFEBICIRE LAt e 72 5 72,
CDX MRAE DM X R TINAY 7 2 b %, NGS R—R
DNA TV RF % FF v —1LkTH 5 NOP MED R
H3 2 alEEEEE . Bl 2, BEfFED EGFR Ein 1
ZHERME S BRAT B A RME, RASEIRFAR
BEE, MENREANY 7 b a R B TRE
INTW5 Y. CDx MEFEME: - NOP MR TH -
T AR—BUEFNZBNT, NOP I THH XNy 7
¥ N ERHERUAER, FRC EGFR &R T %S BRAF
BIZTFERTIZZ D COX BRI DANY 72 b
THY, B NFERTH- 7

Z DOftll, CDx MAEFEM: - NOP M B M RE M T i,
NOP 2 X Wit X7z NU 7 > b 7 LIVSHE (VAF)
D50 E AR WIERI S FAE L, Ll e L7
CDxX A DIKERRFUC & o TH U 7= A3 & HEH]
E 7= (Supplemental Table 2).

3. MSI&E, BLFHIRELLTO NOP DERR4EE
NGS # 7= NOP 12 & 3 MSIHIE FikiE s 7 &
gD~ A4 7 as 7 74 MEERSPKRERY v —5H
BB 2 RN & B % g U 7= 8E
BUCEOSZHET B, v LFFL v 7 ZAPCR-7 5
X MENTEEFEE Y $ % CDx ME X EEMEO
AEMRE L, RELEZS /72137 D MSIHERTE
WHOXES 5. 2o BHFEIEOZRH MSI
ELR—HDRRTH % Z e BEZ ST,
BIERIRERY OB FE GEEFISRE) 2L
TD NOP DGR (PPV), BRI (NPV)IZ,
gBRCA1 T 100% (5/5), 98.8% (249/252), gBRCA2
T100% (7/7), 99.6% (248/249) THo7=Z &
5, NOP MEDEEMEETEVWEEZ oM. Btk
4Nz DWTIE, CDX MEICELE T 2 1EH 2 ofth
FEIRTE IR O R BIC & W MR D237 2 78 - 72
(Supplemental Table 1).

&
ARIFFLTIE, C-CAT 7— X ZHWT, fEERFERT
F2IXEREF O CDx M L, BERER T (FiAA
ZEt) O NOPME YL OLLEREEZ RLE. &
RRAEE, R, FEYERERTICH AEG TSR VR
PITHONBHED NOPIZEBIT 2 CDX AL LTD

zo
o
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*1 Customer Support, JEA Region, Sysmex Corporation, 1-3-2 Murotani, Nishi-ku, Kobe, 651-2241, Japan
*2 Reagent Engineering, Sysmex Corporation
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Currently, multiple cancer gene panel tests are implemented in medical practice to comprehensively examine genetic
abnormalities in cancer cells at once using next-generation sequencers (NGS) and to consider treatments appropriate to the
characteristics of the cancer. Comprehensive Genomic Profiling (CGP) from these panel tests and the clinical information of
patients are registered in the “Center for Cancer Genomics and Advanced Therapeutics (C-CAT)” and can be secondarily used

for academic research and drug development.

The study included 7,750 patients undergoing the “OncoGuide™ NCC Oncopanel System” (Sysmex Corporation, Kobe, Japan,
hereinafter NOP) who were registered with the C-CAT between June 1, 2019 and June 15, 2024. The concordance between NOP
test results and each companion diagnostic (CDx) (EGFR gene mutation, BRAF gene mutation, KRAS gene mutation, NRAS
gene mutation, ALK fusion gene, ROS1 fusion gene, HER2 amplification, gBRCA1/2 gene mutation, microsatellite instability
(MSI) test) performed before or during standard therapy was analyzed. As a result, the positive concordance rate, negative
concordance rate, and overall concordance rate of NOP tests for CDx tests targeting somatic gene mutations (Single Nucleotide
Variant: SNV, Insertion/Deletion: InDel) were generally > 90%. Similarly, the overall concordance rate and negative concordance
rate of NOP tests for CDx tests targeting gene amplification, fusion genes, and germline gene mutations were > 90%, while the
positive concordance rate was 50.0% to 80.0%, even though the number of events was small. Therefore, especially in the
detection of gene amplification and fusion genes, the difference in judgment between the CDx test and the CGP test based on the
principle of the NGS method due to the difference in gene abnormality detection methods was remarkably confirmed. The results
of this study will provide information on cancer gene panel testing before standard treatment assumed in combination treatment
outside insurance coverage in the future. In addition, this will help promote the proper use of CGP and CDx testing in cancer

genomic medicine in Japan.

CGP, NOP, C-CAT, CDx, NGS





