SAM PLE F]_CDX BHMN—2 3 VICBTR3EEEFR [

. NN C-CAT
C-CATEZEER O C..c0T

Advanced Therapeutics
[ ]

c-cat-findings_20220315_5123456789

RAEHERIE, FFIRICLZRE (TFRA—F/RL) OSEEGRELTHLLNZ D E LTERSNTEY,
[BESAPRFREBEEYEZIMA L ZREL THERSNALHOTEAWL] B, FRBRESETVLLLTLET,

BEIADPSDERAFBFRFICE L TRMATIHBAICH>TE, TOHEE UT248) 2TBRVWLE, BEIAICTRICIHRNA
L7zET, R"fFWAEEETLOHDTEEVERLET,

O ZBHENTVBZERIMELDBESAICKETEEDZDEI D E, ZOBESAOTRES 2 EO-BEMRICEIBMELDEL LET,
INCHTY) BESADSMAENIED ZIRET L TW 7 EMIBRAREBLACIBHL Y. BRINEBRERFBEESAICELTL
BTELPHTHRICEESANSINTESI L ZRIATIHLDOTREHY £EA,

XC-CATHERREOD A AR DL, BEIANSMTEZREKRABIZHH 20D & 5 ISERBINDIAREELHY £, SHER DB
HRRZIC L B EBRDOAITICOVTIE, TFRN— b NIAHEVIIERED D, BERABROBERAEZICHEE VW ET, BEIAICT
BB,

@ BREERRBROERLEIE, OICTHOBEY . EEBRENVEISLTHAETEDLIICRHLTLWE2HDT, BEIADPSOMAELETIRE
WZ LICTBELES Y,

BHoE
@ BABRKAREBREFOBBERTLET
2022F3A258 (&) ISBSMNRRARERSE, UTOBHERTLE L7
CKEIET R ([2BFEHER] . [52EXH] )
- BNRRSER ([3BRMELBRASBR—B] %)
- ERBEFOFHM ([4ERERTOFME] )
FHHHIE2022E3 A DBEELBMOoEE TBLLE L,

@ C-CATEERRFR—2 L& TFERACES W]
PERBR -2V TR, NMEFI LR CERTFEREZF OMEODEIERESRT DN TEET,
C-CATHERRED [v—H—] BMoyIBHINLY o h o, B BERER-ZLE2SBTEILI LAY LT,
HEICEZERRE—Z2LOAT A VERIPBDETT,
BEREE [C-CATHAYT / LIRER—2IL] o [C-CATZA4 77U ] ICAY [BRRRFA—ZIVBRET=2TL] 2ZELZE0,

1 BAXIER

| 1-1 &

EERID 5123456789 SBEFAIID OONOA18073105 IR EFE S  1616006918073100
Fip 62 451 =8

AR Breast, Invasive Breast Carcinoma
| 1-2 EEi4rs

PRALRIER K mARE
R 7 X hERREL

| 1-3 g7
RIEIRELH 2022/02/01 INFRILE FoundationOne CDx DX1
RERE tumor-only

| 1-4 RS =7 o —IC&k B = YT Y TILIER

No. &A= DNA-seq/ BEx RyEVIR PGFERE  SECREOD T2 7L DORE
RNA-seq FRRfE
1 tumor DNA-seq

ERZ B : 20228038158
1/11 c-cat-findings_20220315_5123456789 LAR—bk/N—23>:0001.1


長方形

長方形

長方形


SAM PLE F]_CDX BHN—Ya Vit 2EEER ]

2 SHERER

DNAY — 1 —i&H#

4 2

ZDMDNA F I —H— R
2

REGER E AR AR RS ERERINE
3 13 5

BoFBEN. BEER

BEBER, BA. K

(EEMRERTIEE)
4 }
ERINOBEMDIEEFEE CBRETL,
B ERIRE R FDAZKEREE FDAE G 3
BHELTULWEEA |3 8

BLFEEUANDONAAT—H—

No. ¥—H— ¥ IEFTYRZA  BERNES
%5 7
1 MSI stable
2 TMB
3 Muts/Mb

IBEBER, #A. ZE (DNA)

No.| ¥ —#H— ¥ IETVR BERNES
E 24147
3 | ABLT 1 | Oncogenic | Likely Onco-
F317L genic
0.26 )
2HAENY TV MEE:
0.00% (0/27,823)
HATERNY) 7> NERE:
0.00% (0/127)
NARRIEBCFEERE:
0.00% (0/127) 3
4 Predictive Resistance
5 Predictive Resistance
4 TP53 1
A268V
0.80

ENABND 7 MEE:
0.00% (0/27,823)
HARERIND 7> NMEE:
0.00% (0/127)
HABRECFEREE:
61.4% (78/127)

5 ATM

E2444K
0.39

EHNABNY 7> MEE:
0.01% (2/27,823)
BATER/NY 7> NEE:
0.00% (0/127)
HARBRECFEREE:

2/11

LAXJL

F
3

R2*

R2*

THES] FBEXWMAD) VT,

T@ES. IFENERKHEER.

TAES) SBNERRHBROFAEBERADU I TY,

IEFYRLAN | ZEH

)7

TAES] EBEXXHMADY VU,

EHRIAD
BEH

'@ES. IFENERREER.

TAES | (LBNEREBROHEMBERAD) > TY,
ITETVR A

nilotinib(Drug
Target Match)
W23

ponatinib
hydrochlo-
ride(Drug Target
Match)

23

dasatinib
4

imatinib mesy-
late
I}

AMG 650(Tri-
al Condition
Match)

W21

c-cat-findings_20220315_5123456789

KETETFY
ZLARIL

EHIAD
BhEM

EPE IS
FDAEGHEE

E AR R
(11%)

B

E B
FDAE G2

E NEGPRELER
(1)

[ i

EPEISA

EREIGHNEE
FDABE A ZE

E R ER AR R
(1)
(| W)

ERZ B : 20228038158
LAR—bk/N—23>:0001.1



https://medical.use.c-cat/allelefreqsearch/?marker=ABL1&changedivision=1&change=F317L
https://medical.use.c-cat/allelefreqsearch/?marker=ABL1&changedivision=1&change=F317L&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=ABL1&changedivision=1&change=F317L&evfonly=1&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=TP53&changedivision=1&change=A268V
https://medical.use.c-cat/allelefreqsearch/?marker=TP53&changedivision=1&change=A268V&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=TP53&changedivision=1&change=A268V&evfonly=1&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=ATM&changedivision=1&change=E2444K
https://medical.use.c-cat/allelefreqsearch/?marker=ATM&changedivision=1&change=E2444K&cancertypecode=BRCA
長方形

長方形

長方形

長方形


No.| ¥N—H—
0.00% (0/127)

6 | BRCA2
V21009I
0.51

*ToMMo =0.68%
X EXAC =0.38%
$%1000G =0.20%
SHRABNY TV ME
1.21% (336/27,823)
HATER/NY 7> M5B
0.79% (1/127)
ARG TFERE
7.09% (9/127)

i

i

i

=

kv

BEETFEEM(DNA). BERZ(DNA)

No.| ¥—Hh—

7 GBA-NTRK1 gene fu-
sion
q22-g23.1

EHABNY TV ME
0.00% (0/27,823)
MNATERINY 7 > MERE:
0.00% (0/127)
NABREGFIERAE:
0.00% (0/127)

N ABREGEF2ERBAE:
1.57% (2/127)

i

8 BCR-ABL1 gene fusion
q11.23-g34.12

2HAENY 7V MEE:
0.00% (1/27,823)
WATERINY 7> NMEE:
0.00% (0/127)
PABREGFIERIEE:
0.00% (0/127)
PABREGF2ERIEE:
0.00% (0/127)

3/11

%
&

1

ITEFVR
2AT

Predictive

Predictive

Oncogenic

Predictive

Predictive

Predictive

Predictive

Predictive

Predictive

Predictive

Oncogenic

SAM PLE F]_CDX BHN—YavIicsir3EEREM ]

K IETYR BERNEE IETYR A

ERREIE &

Sensitivi-
ty/Response

Sensitivi-
ty/Response

Likely Onco-
genic

Sensitivi-
ty/Response

Sensitivi-
ty/Response

Sensitivi-
ty/Response

Sensitivi-
ty/Response

Sensitivi-
ty/Response

Sensitivi-
ty/Response

Sensitivi-
ty/Response

Oncogenic

LAXJL

LI
A

W30

THES) FBEXBADY VT,

EHIAD KXEITETY
B)EH LA

T@FES. IFENERFRAER.

TAES| IBNBRRHROFRBERADY I TY,
IETYR  EA

entrectinib
[l

larotrectinib
[l

repotrec-
tinib(Trial Con-
dition Match)
H22
asciminib

|

bosutinib

monohydrate
)

chemotherapy
+imatinib mesy-
late

i

dasatinib
[l

imatinib mesy-
late
Il

nilotinib
|

ponatinib hy-
drochloride
[l

c-cat-findings_20220315_5123456789

EFIAD
BEM

E AR
FDAREEE

E N ERFRE 5E
(21)

@13

FDAZGREE

KEIETFY
ALAXNIJL

E N ERRE R
(1)
(X

FDAB G

FDABGAHN SR

EPEIAN
FDAB NS

EREISHNEE
FDABE A ZE

E RS
FDABE SN

E NERPRE B
(1)

0!

FDAE SN

E NERPRE B
(1)

0!

ESPSPTlvpy &8
FDAEGHEE

E AR R
(11%)

B

ERZ B : 20228038158
LAR—bk/N—23>:0001.1



https://medical.use.c-cat/allelefreqsearch/?marker=ATM&changedivision=1&change=E2444K&evfonly=1&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=BRCA2&changedivision=1&change=V2109I
https://medical.use.c-cat/allelefreqsearch/?marker=BRCA2&changedivision=1&change=V2109I&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=BRCA2&changedivision=1&change=V2109I&evfonly=1&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=GBA-NTRK1&changedivision=2
https://medical.use.c-cat/allelefreqsearch/?marker=GBA-NTRK1&changedivision=2&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=GBA&changedivision=2&evfonly=1&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=NTRK1&changedivision=2&evfonly=1&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=BCR-ABL1&changedivision=2
https://medical.use.c-cat/allelefreqsearch/?marker=BCR-ABL1&changedivision=2&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=BCR&changedivision=2&evfonly=1&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=ABL1&changedivision=2&evfonly=1&cancertypecode=BRCA
長方形

長方形

長方形

長方形

長方形


JE—#ZEL

No.| ¥—H—

9 CDK4 Amplification
absolute copy num-
ber: 0.00
fold-change: 2.14
chrl12: 58,141,510-
58,146,093

2.27% (632/27,823)
3.15% (4/127)
3.15% (4/127)

RAD51C Loss
absolute copy num-
ber: 0.00
fold-change: 1.04
chrl7: 56,769,963-
56,812,972

10

SHABNY TV ME
0.09% (25/27,823)
HATER/NY) 7> M5B
0.00% (0/127)
MNABREIGTFERE
0.00% (0/127)

2HAENY TV MEE:
WATERIN) 7> MEE
MHARBRECTFERBE:

"

"

"

OB

av—h—57—7I)
No. BE~Y—7H—

11  ABLTF317L
BCR-ABL1 gene fu-

sion

4/11

OB

IEFVR
24T

Predictive

Oncogenic

Predictive

Oncogenic

TETYREZA
Vi

Predictive

Predictive

Predictive

SAM PLE F]_CDX BHN—avIicsiF B REEm ]

WES) FBEXBADY VT,
TAES) [FBNERDLROFMBERAD) VI T,

r@FES IENERRAER.

BRNEZ IETYR  EJH EHAD KETET Y
LRI BE ZLARIL
Sensitivi- C palbociclib ENERRE R
ty/Response W10, 11 (6f5)
@®5-10
Oncogenic F
W 12~14
abemaci- EAEREE
clib(Drug Target | FDAZKERE
Match) ERERREERT
W24 (31%)
@ 10-12
Sensitivi- C olaparib FDAE SN
ty/Response ) ERNEERE R
(1)
@3
Likely Onco- | F
genic W 15~17
TAES) BBEXHAD) VY. T@FS IIENEERER.
TAES) IBNERAROFBBFRADOU VI T,
BENEE  TEFVALN A AN D
I Bt
Sensitivity/Re- C ponatinib hy- ERBEIGNE
sponse drochloride FDAEIGA
W18 ERERRFERT
(1#)
(N
Resistance R2* dasatinib E| RSB 3
19
Resistance R2* imatinib mesylate | EPRERNE
W20 FDAGE RS} 32

c-cat-findings_20220315_5123456789

ERZ B : 20228038158
LAR—bk/N—23>:0001.1



https://medical.use.c-cat/allelefreqsearch/?marker=CDK4&changedivision=3&copynumberchange=amplification
https://medical.use.c-cat/allelefreqsearch/?marker=CDK4&changedivision=3&copynumberchange=amplification&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=CDK4&changedivision=3&copynumberchange=amplification&evfonly=1&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=RAD51C&changedivision=3&copynumberchange=loss
https://medical.use.c-cat/allelefreqsearch/?marker=RAD51C&changedivision=3&copynumberchange=loss&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=RAD51C&changedivision=3&copynumberchange=loss&evfonly=1&cancertypecode=BRCA
長方形

長方形

長方形

長方形


SAMPLE F1CDx s#r-vavicsnszstm:c—

3R B B REREER—E

X TRDARR - BRARERICOVTIE, FlMEREE - IRABEICERL TW AL ED BEBERINPTHZHED . TREHE (ER
%) 1| NOEBHVUBELBDET,

ERERRER &

o1
v—Hh—%=S 3-2,3-3,7-1,8-5,8-6,8-7,11-1 HEBRLMERID. 7—2EHH. WELED S DEMIFRE
#A)
7x—X 7x—X2 [TFZAN=MNRILTIETYRLARIILDULE] EEFS
= N . o A7 7V VTICEDKHEARBRICL ZEERLESR
A% ;3?;3;‘ Z jﬁﬁ’ o0 ;é’;‘ /’Lf\/?x (JRCTs031190104, 2021/12/06, 2022/01/11)
FILZILRFRD R, N IN=TBEEIR,
—OF = JIEREKANY, LEV U FZ=T )
VBB, )VF =D, W IIRF=D, TLIF
Z,bSRYRART, FTVIVART, =R
WD, T>aA5 7=, EZXF=J, T
XMLOFZD,RFEF=T, 0VVF=T
hATE B FES
Eht%Ea EIH AR > 2 —thoEhe
| RS ncch1901_consult@ml.res.ncc.go.jp
02
N—H—HS 41 HREMM(ERID. T—2EHH. HWELEHL S DEMBERE
#A)
Jr—X 7r—X1 ETEFREEE T TR L LIZAMG650D 5 I185 R
|4 AMG 650 (JRCT2031200176,2020/10/28, :EHNEHRIEHEL)
HATE ETERREEE
EhatkEa T LY Uit
| EIRST clinicaltrials_japan@amgen.com
@3
N—H—FS 7-1 HBRAMERID. 7—2FEHH. WELED S DEMIFERTE
#H)
Jx—X Jx—X2 Basket Study of Entrectinib (RXDX-101) for the Treatment
=54, Drug: Entrectinib of Patients With Solid Tumors Harboring NTRK 1/2/3 (Trk

A/B/C), ROS1, or ALK Gene Rearrangements (Fusions)
hARE Breast Cancer|Cholangiocarcinomal (NCT02568267,2021/10/28, :ENNiERIEMEEE L)

Colorectal Cancer|Head and Neck

Neoplasms|Lymphoma, Large-Cell,

Anaplastic|Melanoma|Neuroendocrine

Tumors|Non-Small Cell Lung Cancer|

Ovarian Cancer|Pancreatic Cancer|

Papillary Thyroid Cancer|Primary Brain

Tumors|Renal Cell Carcinoma|Sarcomas|

Salivary Gland Cancers|Adult Solid Tumor

SRS Hoffmann-La Roche
I RS 888-662-6728 (U.S. and Canada), global-roche-genentech-trials@gene.com
@4
R—Hh—&S 714 HEBRBI(EERID. T —2EHMA. HEEED S DEMIBRE
#A)
Jz—X Jr—X1-2 ALK. ROS1Z7zIINTRK1-3DEGCFBIEBRZE T DHET

B EEEICHITBTPX-00060 % 2. BEMY. EMHEE

ERZ B : 20228038158
5/11 c-cat-findings_20220315_5123456789 LAR—bk/N—23>:0001.1


https://jrct.niph.go.jp/latest-detail/jRCTs031190104
https://jrct.niph.go.jp/latest-detail/jRCT2031200176
https://ClinicalTrials.gov/show/NCT02568267
長方形

長方形

長方形

長方形


SAM PLE F]_CDX BHN—TavIicsir3EEREM (]

A4 Repotrectinib SLUOMESEM A AT 551/248. IEER. SRS
WA ALK. ROSLZ/-igNTRKI3OBEFHIRE | | e o Humansti (TRIDENT-L)
N - PRI jRCT2011210009,2021/05/18,2021/07/20
557 B ETERERE G 105 /07720
ESy Y3 IQVIAY—E > =X v NSt
| RS yoshinobu.nakamura@iqvia.com
@5
N—H—HS 91 HERBIF(FAERID. T—2EHH. HELEH S DEBMIEHRE
#A)
71x—2X 7x—2X2 J'BCRG-MO7(FUTURE)
|4 TARZ RS R, LR T (JRCTs021180028,2021/11/16, BNNIERIBEAEL)
hARE TILEVBMETT - BREAE
E il e MITITBUE AR IEREEICEED AL
g —
| e =S hcc@watanabekenichi.com
@6
J—Hh—%8 91 HERBIF(FEERID. T—2EHH. HELEHL S DEMEHRE
#A)
Jx—X 71x—2X3 ERFGIEHERZMEETHAEREICH T 5 —RaRE L TD
EH % Amcenestrant (SAR439859) amcenestrant (SAR439859) E@U/\;Iij'\;/ﬁ Y TS
Amcenestrant-7 S+, L OV —L, L k (jRCT2031200210,2021/03/01, :EN01EFRIEMHEEL)
Oyv—=IL-ZFZtR, NILKR>OUT, 2L
>
hARE g
ESjiini e H/ 71 kRt
| e clinical-trials-jp@sanofi.com
@7
X—Hh—&FS 91 HBRBIF(EERID. T— 2 EHH. HELEHL S DEMIBEHRE
#A)
Jxz—X 71—X3 I X OSBRI BUHEREM O BFMETX LGB IETL

BEREBZNRYL LT, GDC-9545+/V)LRS o) T HBEED

Al GDC-9545 (giredestrant), NVRZTUT, - fpimp xgea i L Oy — L+ LA S 5 1) THREE
Loy =i £ HEEHEY 355

hATE IR AT UREREBEHER2EBMORFE | (jRCT2071200038,2021/06/04, :BANIERIZMHE L)
ISR HILEERE

ErErkE A RERR ST

EHRST clinical-trials@chugai-pharm.co.jp

@3
N—h—%S 91 HERBIN(EERID. T—2FHMH. HELEH S DEMERTE
#A)

Jr—X 7Jr—X1 T EIIEBEEREERE £ R L LIcPF-07248144088

A% PF-07248144 (RCT2031200246, 2020/12/15, 3B ANTEHRISHEE L)

hARE BFRETT £ 7= (3SR M ERRZ MEHER2E MR

&, BFmETT X CI3EBIEERZENERIT
BREE, RAETT & 1o I3 8RR IE/) R RaATE

Sl 3E | 7 7 1 —R&DERERH
| EIRST clinical-trials@pfizer.com

ERZ B : 20228038158
6/11 c-cat-findings_20220315_5123456789 LAR—bk/N—23>:0001.1


https://jrct.niph.go.jp/latest-detail/jRCT2011210009
https://jrct.niph.go.jp/latest-detail/jRCTs021180028
https://jrct.niph.go.jp/latest-detail/jRCT2031200210
https://jrct.niph.go.jp/latest-detail/jRCT2071200038
https://jrct.niph.go.jp/latest-detail/jRCT2031200246
長方形

長方形

長方形

長方形

長方形

長方形


SAM PLE F]_CDX BHN—TavIicsir3EEREM (]

@9
JX—H—&S 91 SBERAFR(EHERID. T —2EHH. BELEH S DEMIFEHREE
#H)
7x—2X 71x—X3 EITEICN T 228 B AN RBEDERGEHER2IE ML E R
%ﬁu% AZD9833 %@5‘3%& l./_t\ AZD9833+/\°)|/’-J_:¢/7 U 7%7',-] '\D
V=IL+NILRS D) T BT BEINEZ A LE—ET
AR ERFZMHHER2E M FLIE IRELER
= RS 72 SR h Rt (JRCT2031210041,2021/04/15, BANIERIZHEL)
| AR RD-clinical-information-Japan@astrazeneca.com |
@10
N—Hh—%%S 9-1,93 SERAFR(EHERID. T— X EHH. HELEDH S DEMIEHRE
f#tH)
Jr—2X 7r—2X1 ONO-4578-06 : AW AZERTHR E LT=ONO-4578LNICL kO
= ) V' — LR UCDKA/6PEER D HARSICHIT B E | BB
A% ONO-4578 (JRCT2031210364,2021/11/22, :BINERIZHEL)
HARE AHA
Sy 3| INEFEMTEK S
| EHE ST clinical_trial@ono.co.jp
@11
N—h—&FS 93 SERBIN(EERID. T—FEFHH. HELEDN S DENMIEHRE
#H)
Jx—2X Jx—X3 MonarchE : AEREMETEZI3Y-MC-JPCF U > /\ENsLiE 5
= - O ——— o M. RILECSAMGBME. HER2EBMED BRSS! RV 2HT
= fhemagar * PIHRE BEENT | e gy Lrmsininan g soas, 7~
il RO T DHBOEEALIETHR BB (13Y-MC-
HATE A= JPCF)
=y iy A AAA —S5+ 1) —ftest (JapicCTI-173668,2018/10/31, :BHNERIBHAEL)
RS 0120-023-812 |
o1
N—h—&S 93 SERAFR(FIERID. T —2FHE. BELEH S DEMIBERE
#tH)
7x—X Jx—X2 AGAIN
|2, FRTIHUT TILRZ RS~ TF (JRCTs031210129,2021/08/06, :BHNIERITMHEL)
fOYV—IL, L hOYV—IL, TFEAXAREY
HATE HREZMEHER2IE M ERFE B RELE
ErERE NBEFEEADA AT SEBR R
| EiR T takahiro.kogawa@jfcr.or.jp
@13
Y—Hh—%S 10-1 SBERAFR(EIERID. T —2FEHH. BELEH S DEMIFEHREE
#H)
Jr—X Jr—X2+3 LRAEBEERUVORLTON XX T OHAREIC K DEERMN
. = 1 Ao ; . SRR RNEZT 1w bHESNIVIRTREERBFIBRISER M ~ 1)
A x5anxe3 " VARTFREY | ) 2997« T8 (TNBO) BEEHRI TS /5 TRU
\ RALTOY I T OHRAREG LAAFREARUARLTOY Y
AR FUTINRH T THE TOHBRE TR T IIEER. BIEAL. FILINEEER
RiGMA  MSDHRRH (KEYLYNK-009)

(JapicCTI-195082, 2020/02/12, ;B INERIZALE L)

ERZ B : 20228038158
7/11 c-cat-findings_20220315_5123456789 LAR—bk/N—23>:0001.1


https://jrct.niph.go.jp/latest-detail/jRCT2031210041
https://jrct.niph.go.jp/latest-detail/jRCT2031210364
https://www.clinicaltrials.jp/cti-user/trial/ShowDirect.jsp?clinicalTrialId=27073
https://jrct.niph.go.jp/latest-detail/jRCTs031210129
https://www.clinicaltrials.jp/cti-user/trial/ShowDirect.jsp?japicId=JapicCTI-195082
長方形

長方形

長方形

長方形

長方形


SAMPLE F1CDx &#r-vavicswszsem:—

| IR JPCT@merck.com |

BN ERPRE R — 5
FRPREBAIEHROBEE L TV EH Ao |

4 ZEELFDOFM
| ERBEFORMBEROBHE LTV E A,

5 BE XM

ER
XEES BEXM N—H—&S
| PMDA No.7-1,7-2, 8-4,
8-5, 8-7
2 FDA No.8-1, 8-2, 8-6,
10-1
3 Simona Soverini et al. "BCR-ABL kinase domain mutation analysis in chronic myeloid No.3-1

leukemia patients treated with tyrosine kinase inhibitors: recommendations from an
expert panel on behalf of European LeukemiaNet." Blood(2011) PMID:21562040

m4 Jorge Cortes et al. "Dynamics of BCR-ABL kinase domain mutations in chronic No.3-4
myeloid leukemia after sequential treatment with multiple tyrosine kinase inhibitors."
Blood(2007) PMID:17785585

H>5 Simona Soverini et al. "Contribution of ABL kinase domain mutations to imatinib No.3-5
resistance in different subsets of Philadelphia-positive patients: by the GIMEMA
Working Party on Chronic Myeloid Leukemia." Clin Cancer Res(2006) PMID:17189410

H6 AVaishnavi et al. "Oncogenic and drug-sensitive NTRK1 rearrangements in lung No.7-3
cancer." Nat Med(2013) PMID:24162815
u7 KR Schultz et al. "Long-term follow-up of imatinib in pediatric Philadelphia No.8-3

chromosome-positive acute lymphoblastic leukemia: Children's Oncology Group
study AALL0031." Leukemia(2014) PMID:24441288

3 Audrey Sirvent et al. "Cytoplasmic signalling by the c-Abl tyrosine kinase in normal and | No.8-8
cancer cells." Biol Cell(2008) PMID:18851712

Ho M Sattler et al. "Mechanisms of transformation by the BCR/ABL oncogene." Int J No.8-8
Hematol(2001) PMID:11345193

M 10 Mark A Dickson et al. "Phase Il trial of the CDK4 inhibitor PD0332991 in patients with No.9-1

advanced CDK4-amplified well-differentiated or dedifferentiated liposarcoma." J Clin
Oncol(2013) PMID:23569312

H1l Mark A Dickson et al. "Progression-Free Survival Among Patients With Well- No.9-1
Differentiated or Dedifferentiated Liposarcoma Treated With CDK4 Inhibitor
Palbociclib: A Phase 2 Clinical Trial." JAMA Oncol(2016) PMID:27124835

H12 S A Datar et al. "The Drosophila cyclin D-Cdk4 complex promotes cellular growth." No.9-2
EMBO J(2000) PMID:10970848
M 13 W Ruprecht Wiedemeyer et al. "Pattern of retinoblastoma pathway inactivation No.9-2

dictates response to CDK4/6 inhibition in GBM." Proc Natl Acad Sci U S A(2010)
PMID:20534551

W14 Y Xiong et al. "Subunit rearrangement of the cyclin-dependent kinases is associated No.9-2
with cellular transformation." Genes Dev(1993) PMID:8101826
M 15 Alfons Meindl et al. "Germline mutations in breast and ovarian cancer pedigrees No.10-2

establish RAD51C as a human cancer susceptibility gene." Nat Genet(2010)
PMID:20400964

ERZ B : 20228038158
8/11 c-cat-findings_20220315_5123456789 LAR—bk/N—23>:0001.1


https://www.ncbi.nlm.nih.gov/pubmed/?term=21562040
https://www.ncbi.nlm.nih.gov/pubmed/?term=17785585
https://www.ncbi.nlm.nih.gov/pubmed/?term=17189410
https://www.ncbi.nlm.nih.gov/pubmed/?term=24162815
https://www.ncbi.nlm.nih.gov/pubmed/?term=24441288
https://www.ncbi.nlm.nih.gov/pubmed/?term=18851712
https://www.ncbi.nlm.nih.gov/pubmed/?term=11345193
https://www.ncbi.nlm.nih.gov/pubmed/?term=23569312
https://www.ncbi.nlm.nih.gov/pubmed/?term=27124835
https://www.ncbi.nlm.nih.gov/pubmed/?term=10970848
https://www.ncbi.nlm.nih.gov/pubmed/?term=20534551
https://www.ncbi.nlm.nih.gov/pubmed/?term=8101826
https://www.ncbi.nlm.nih.gov/pubmed/?term=20400964
長方形

長方形

長方形

長方形


SAMPLE F1CDx s#r-vayiswaszstm:c—

H 16 Fiona Vaz et al. "Mutation of the RAD51C gene in a Fanconi anemia-like disorder." Nat | No.10-2
Genet(2010) PMID:20400963

W17 Liisa M Pelttari et al. "RAD51C is a susceptibility gene for ovarian cancer." Hum Mol No.10-2
Genet(2011) PMID:21616938

M 18 Geoffrey D Miller et al. "Resistant mutations in CML and Ph(+)ALL - role of ponatinib." No.11-1
Biologics(2014) PMID:25349473

H 19 Simona Soverini et al. "Philadelphia-positive patients who already harbor imatinib- No.11-2

resistant Bcr-Abl kinase domain mutations have a higher likelihood of developing
additional mutations associated with resistance to second- or third-line tyrosine
kinase inhibitors." Blood(2009) PMID:19589924

M 20 Heike Pfeifer et al. "Kinase domain mutations of BCR-ABL frequently precede imatinib- | No.11-3
based therapy and give rise to relapse in patients with de novo Philadelphia-positive
acute lymphoblastic leukemia (Ph+ALL)." Blood(2007) PMID:17405907

N2l Trial;jRCT2031200176 No.4-1

22 Trial;jRCT2011210009 No.7-4

M 23 Target:ABL1 No.3-2, 3-3

M 24 Target:CDK4 No.9-3
B

| BEXHIBROBHE LTV EE Ao

6ERY 7oz T7N—=23Y

C-CAT CKDB 4.3.0

refGene 20191020

ensGene v32(20191028)
1000 Genomes Phase_3(20170504)
ExAC r0.3

ToMMo 8.3kjpn-20200831
C-CATEERFIDT— 4 DE&EFTH 202252827H
LAT7ION=3> 2.14

TIETYALRNILESE
GasEshRICETAIE T Y X LAILDEE]
g2t vay
WA ARE, ENARENH 3 /FDARRENHS/H1 RS1VEBHINTLS, A
WUIARARE. BANEEEDOSVERTR - X2BITCSPRBMOI LYY I8 B3, B
C

thh ATE. ERXTCIIFDARGIED S 5 /Mthh ARE. METHIERIEDT VERKREER « X 2T EFIREO
AVEIH AN B B/DARICEDLS Y. REQ/NTVERRZBRTERENRIN TV S,

NARICEEDL 5T, IEEFIRE TERMENRIN TS, D
AIEREREXER (invitroXinvivo) TERMIHRETINTUL S, E
MALICEEE T3 25N TWS, F

FAMMUEADESICEAL T, BRARAR THREIFIREICLIDEES<MYEN) 7Y FTHBEHBALTWVWS, Rl
ZAIMMENDRESICEAL T, METRERBGEE LTHRED H D MRERBRCEERT R THRIESN TV S, | R2
FEAIMMEANDRESICEL T, BIBRKRER THIENU 7> FEFHEI N TV B, R3

R1,R2, R3IZEAN/FDADEERICDOVWTOMEIE T VXTI, MHAABICEITR2IET Y ADBEIETRAZIRY (%) &K
RENEFJ,

ERZ B : 20228038158
9/11 c-cat-findings_20220315_5123456789 LAR—bk/N—23>:0001.1


https://www.ncbi.nlm.nih.gov/pubmed/?term=20400963
https://www.ncbi.nlm.nih.gov/pubmed/?term=21616938
https://www.ncbi.nlm.nih.gov/pubmed/?term=25349473
https://www.ncbi.nlm.nih.gov/pubmed/?term=19589924
https://www.ncbi.nlm.nih.gov/pubmed/?term=17405907
https://jrct.niph.go.jp/latest-detail/jRCT2031200176
https://jrct.niph.go.jp/latest-detail/jRCT2011210009
長方形

長方形

長方形


SAMPLE F1CDx s#n-vaviswaszsm:c—

(RAINDEZEME DIEF]

EPAGRE D OHBHARE. ERNEASRELNDH B,
ERBEGHE  tHAE. BREASRENH S (EISN).
FDAZERE D EEDATE. FDAREEDLDH B,
FDAE G DA ATE. FDAEEEED H B (EILI).

ERERRERY | HEHMNAE. BRNEREKEBRNDDH 5.
BARRERT | HEDAR. BARKERLH B
Z=A i ERELS

8 KETEFT>XLAJL(AMP/ASCO/CAP Guidelines)

Strong Tier 1A | Biomarker predicts response or resistance to an FDA or EMA approved therapy,according to
Significance drug label or professional guidelines for this diagnosis

Biomarker included in professional guidelines is prognostic or diagnostic for this diagnosis

Tier 1B | Biomarker predicts response or resistance to a therapy for this diagnosis based on well-
powered studies

Biomarker is prognostic or diagnostic for this diagnosis based on well-powered studies

Potential Tier 2C | Biomarker is associated with response or resistance to an FDA or EMA approved
Significance therapy,according to drug label or professional guidelines but only for different diagnosis

Biomarker is an inclusion criterion for an active clinical trial
Biomarker is prognostic or diagnostic based on multiple small studies

Tier 2D ' Biomarker shows plausible response or resistance based on case or preclinical studies
Biomarker may assist in desease deagnosis or prognosis based on small studies

Uncertain Tier3 | Biomarker has uncertain clinical significance and not known to be likely benign or benign
Significance
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