SAMPLE NOP s#r-vavicssszess:

[ ]
SEAS 4 , C-CAT
C-CATEHERR R e oo

c-cat-findings_20230118_5123456789

FAETHERIE, FPARICL DR (TFRA-LRL) OSFERE L THLLONDLDE LTERESNTEY,
[BEIAVBEERSEEYEZIIMB L 2BEL TERENEHOTEEW] & EBREZIETWLLTULET,

BEIADOOBERRAFFBERFEICD L CRMATI2HEICH->TIE. TOBE UT2R) 2TEBRBWILE, BEIAICTEICIHHA
L7ET, RAFWELEETLORDTHBEVEKLET,

O BHENTVZERIMELDBESAICKETEEDZDEIHE, ZOBESAOTRES 2 EOBMRICEIBMELEL LET,
INCHTY) BESADSMAENIED ZEIRET L TO 7 EMIBRAREBECIBHL TH Y. BRIIEBRERFBEESAICELTL
BIELPHTHARICEESANBINTESI L ZRIATIHLDOTREHY £EA,

XC-CATHERROA%ZR2 L, BEIANSMTEIHERABRDZHH 2L DL S ICEBINIAEEINH Y £ 7, BERABROBIBREMEPCE
HRRZIC L B EBRDOATICOVTIE, TFRN— b NIAHEVIIERED D, BERABROBERAEZICHEE N\ ET, BEIAICT
bl R -1 AN

@ BEERRBROBEREIE, QICTHOBY . EEBRENVEISLTHAETEZLIICRH L TWE2HDT, BEIADPSOMAELETIRE
WZLICTBELES Y,

BHMoE (20235018 27HEH)

@ BB - BERARDT -2 R—2DFEENET
2023428208 (8). Japic L JMACCT AR - BRAEHIR DT — 2 X=X MRCTICHE S NE T, HAICHL. LR2ODTF —ZA—RIBFS
NIBRARABRIERIC OV TIE, C-CATRERBRICIBHINA Y » o oIBHTWeb Y 1 FABBETER LAY £, 2023568 LUBENDC-CATH
ERRICIIHARO Y 7 HBHSNETH 2023628208 (B)h 52023468 £ TORMIERCTIC CERAMBRIBEROKREZ BEVERL £7,

MIMACCTH A M 32023418308 (B)ICHR T 5720, JRCTICHAI NS £ COMBIZBRARARBER RN —ZLY A4 b2 TRBLEZS W,
(https://rctportal.niph.go.jp/)

SEMIZRCTOEEA SO EE B E W, (https://jret.niph.go.jp/)

1 BAXIER

| 1-1 #E
BERID 5123456789 BEFRID OONOA18073105 MAHRES  1616006918073100
Fiin 62/% 45 8
AR Breast, Invasive Breast Carcinoma

| 1-2 EREH4ES
R ASRRRE
EHE R 72 EBREL

| 1-3 g7
TRIAEEEYH 2020/05/11 NIV OncoGuide™NCC # > J/NJL ¥ AT L ver.2.02-01
RERE tumor and matched-normal

| 1-4 "R =T o —IC& B =T oo I U TIVER

No. #&{&xFER|] DNA-seq/ BEX RybEYIR FHFREEE HEEED H > 7L DIREE
RNA-seq R E

1 tumor DNA-seq 40.12 92.34 1612.00 1582.00

2 normal DNA-seq 26.00 92.38 765.20 682.00

{ERZ B : 20235018188
1/18 c-cat-findings_20230118_5123456789 LAR—k/N—=3 > :10001.0


95090
画像


SAMPLE NOP s#r-vavicssszess:

2 SHERER

DNAY —H—i&H#

BEE®R, BA. RE JE-#ZEL B-FBEEN. BERE BEBER, BA. K

(£TEMfaRSIZR)

EFOMDNA F I —H—REE

2

2 2

HRAINDIEMEDIERE CERETL,

MG MERPRELBR ERBEISHR B ERRE R FDAZGREE FDABG
6 BELTVWEEA 7 13

BLFEEUANDONAAT—H—

THES] FBEXWMAD) VT,

T@ES. IFENERKHEER.

TAES) SBNERREHBROFAEBERADU I TY,

No. ¥—H— B IETYREA BRENER IETYRLA EE EHIAD
%5 7 )] BEM
1 MSI high 1 Predictive Sensitivity/Re- A pembrolizumab ERAERE
57.89 % sponse I FDAREREE
ERERPREER
(T15)
@17
2 | Predictive Sensitivity/Re- C avelumab E RIS
sponse 3 FDABEIGAZE
ERERREER A
(1)
@3
3 | Predictive Sensitivity/Re- C ipilimumab + E B IGH
sponse nivolumab FDATESS
I
4 | Predictive Sensitivity/Re- C napabucasin +
sponse pembrolizumab
4
5 | Predictive Sensitivity/Re- C nivolumab ERE R
sponse [l FDABE G2
EANEEARE R
(8F)
@®9-16
6 Oncogenic Oncogenic F
W56
7 ABBV-CLS-484 + E P ERRE B
cabozantinib(Trial | (1%)
Condition Match) @7
W3l
8 ABBV-CLS-484 E P ERARE B
+ pembrolizum- (114)
ab(Trial Condition @7
Match)
W3l
9 ABBV-CLS-579 [E P ERARE 52
+ pembrolizum- (11#)
ab(Trial Condition @3
Match)
32
10 INCB099280(Trial | ERERFREERH
Condition Match) | (1)
H33 @17
2 TMB 1 Predictive Sensitivity/Re- A pembrolizumab E A
34.56 Muts/Mb sponse [ I FDAZGRE
EANEEARE R

2/18

c-cat-findings_20230118_5123456789

{ERZ B : 2023%01818H

LAR—bk/N—23> :0001.0


95090
画像


No. ¥—H—

57
&

2

BEBE#R. #A. RK (DNA)

No. ¥—H—
3 | TP53
p.A268V

80.0% (376/469)

SHABNY T ME
0.00% (0/37,093)
HATER/NY) 7> M5B
0.00% (0/190)
WARRECFERE
58.9% (112/190)

ABL1
p.F336L
26.0% (548/2,141)

i

i

i

EHNABNI T MEE:

0.00% (0/37,093)

DATERIND 7 > MEE:

0.00% (0/190)

NABRECFEREE:

0.00% (0/190)

ATM
p.E2444K
39.0% (165/421)

SHRABNY TV ME
0.01% (2/37,093)
HATER/NY 7> B
0.00% (0/190)
WARRECFERE
0.53% (1/190)

BRCA2

p.v2109I

51.0% (387/755)

¥ ToMMo =0.68%
EXAC=0.38%
%1000G =0.20%

i

i

i

EHNABNY T MEE:

1.27% (470/37,093)

DATERIND 7 > MEE:

1.05% (2/190)

NABRECFEREE:

7.37% (14/190)

3/18

%
&

1

SAMPLE NOP s#r-vavicssszess:

IETYRZAM EBERENESE IETFTYRLAN | EEHF| EFAD
7 )% BE M4
(716)
@17
Predictive Sensitivity/Re- C ipilimumab + ERBEIGANE
sponse nivolumab FDAEIGA
m7
TEES) IBEXBEADY VY., T@BS) IEREFKRER.
TAZS (FBENERDBROFABFRADY > T,
IETVR BHERMEE IETYR EH FHIAND KETET>
21T L~NJL BEM LX)
Predictive Sensitivi- E doxorubicin hy- | EIPRAFRE
ty/Response drochloride FDARGRZE
3
Oncogenic | Likely Patho- | F
genic ]
Predictive Resistance R3 abemaciclib EIRAERE
W10 FDAZGRE
Oncogenic Likely Onco- | F
genic |
nilotinib(Drug ERE G
Target Match) FDAEIGI
W36 E AR
(1t4)
® 18
ponatinib ERE S
hydrochlo- FDABERGM
ride(Drug Target = ERERRERF
Match) (114)
M 36 @18
Predictive Resistance R2* dasatinib EREG 3
Hi2
Predictive Resistance R2* imatinib mesy- | EIR@ERS
late FDAE SN
W13

c-cat-findings_20230118_5123456789

{ERZ B : 20235018188
LAR—bk/N—23> :0001.0


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=ABL1&changedivision=1&change=F336L
https://medical.use.c-cat/allelefreqsearch/?marker=ABL1&changedivision=1&change=F336L&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=ABL1&changedivision=1&change=F336L&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
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
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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
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
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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
https://medical.use.c-cat/allelefreqsearch/?marker=BRCA2&changedivision=4&change=R2318*
https://medical.use.c-cat/allelefreqsearch/?marker=BRCA2&changedivision=4&change=R2318*&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=BRCA2&changedivision=4&change=R2318*&evfonly=1&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=MSH2&changedivision=4&change=V89A
https://medical.use.c-cat/allelefreqsearch/?marker=MSH2&changedivision=4&change=V89A&cancertypecode=BRCA
https://medical.use.c-cat/allelefreqsearch/?marker=MSH2&changedivision=4&change=V89A&evfonly=1&cancertypecode=BRCA
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EhatkE 7y« aERt
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EA1%, ABBV-CLS-579, PD- %5, mEppuiem | X ROMRIS EHIIS SR, SRHRARA, FEk,
FERHFOL LTS —CHER i
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hATE ETERE
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o4
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Jr—X 7r—X1 BFTETXIIEREREREREZNRICF S IILT TEH
- S RUT>J ) XX TRU, RIS ORE M BEEGt AE 0%
el FIANRT, 77IVART SR U E TS 5 Bla/| DI E R B R
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https://jrct.niph.go.jp/latest-detail/jRCT2031210335
https://jrct.niph.go.jp/latest-detail/jRCT2031210386
https://www.clinicaltrials.jp/cti-user/trial/ShowDirect.jsp?japicId=JapicCTI-205394
https://jrct.niph.go.jp/latest-detail/jRCT2031210432
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7Jr—X1-2
Drug: S-531011|Drug: Pembrolizumab
Solid Tumors

Shionogi Inc.

CBA-1535D & IFBER R R
[[RCT2031210708 (2022/08/09), -]

ARBI[ERID (T -2 EHE). HEEEH S DBMERR
#H]

$-531011 as Monotherapy and in Combination With an
Immune Checkpoint Inhibitor in Advanced or Metastatic
Solid Tumors

[NCT05101070 (2022/10/07), -]

800-849-9707, Shionogiclintrials-admin@shionogi.co.jp

1-1,1-7,1-8,2-1
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RICRAT — 2 2 IN&E T 2 IFERDHERERBHAE R
[JapicCTI-194697 (2019/04/03), -]

HEBRBI[FERID (7 —2FHH). REEEH S DEMIFHRE
#H]

ONO-4538 B BIEE N I3 MthE| & DHREEDEMMERY

ZeMERET T 2R5RICEBM L. ONO-4538#k 5k

DEMEEREEZNRY LI-EIHSHBERIES RS
(ONO-4538-98)

[JapicCTI-205441 (2022/03/01), -]

ARBI[ERID (T -2 EHE). HEEEH S DBMERR
#H]

{ERZ B : 2023%01818H
LAR—bk/N—23> :0001.0


https://jrct.niph.go.jp/latest-detail/jRCT2031210708
https://ClinicalTrials.gov/show/NCT05101070
https://jrct.niph.go.jp/latest-detail/jRCT2031210036
https://www.clinicaltrials.jp/cti-user/trial/ShowDirect.jsp?japicId=JapicCTI-194697
https://www.clinicaltrials.jp/cti-user/trial/ShowDirect.jsp?japicId=JapicCTI-205441
95090
画像


Jz—X
A4
NATE
E il 3|

@11
N—Hh—&S

Jx—X
B-g-p
AR
Syt
ST

o1
I—h—&S

7Jx—X
A4
HATRE
ErhErERES

®13
J—h—&S

Jz—X
A4
NAE
E Syl E |

@14
Y—h—%S

Jz—X
A4
NATE
E il 3|
EIRST

@15
N—Hh—&S
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Jr—X1-2
BMS-986207, Nivolumab
EFH A

TUVZMI A4V —X RVATHAE
#

mg-jp-clinical_trial@bms.com

1-5

Jr—X2

—HRIRT

BEMES

EREAMERES BHIVZYIERR
citeg@j-immunother.com

1-5

Jx—X2

ZRIL<T

EEEANMERESR BHIVZVIRR
citeg@j-immunother.com

1-5

Jx—X2

—HRILTT

EFEEAMERESR BEHIVZVIRR

citeg@j-immunother.com

1-5

Jx—X2

—RILTT

BLER

EREAMERES BHIVZVIERR
citeg@j-immunother.com

1-5

7x—X1

c-cat-findings_20230118_5123456789

ETERENAICE T SBMS-986207TE ./ 7 O—FILIAEEH]
BERUVZRILI THEIRE D1 /2at8First-In-Humanzi 5&
[JapicCTI-173533 (2019/12/06), -]

ABRBITERID (7 —2EHH). HEEEHN S DEMBERE
HH]

eEfifRE A (EP-DC) L®ET v VR > MAERMHA
DOEMEICE T S RRBIERRIZE

[[RCTc031190098 (2021/12/09), -]

ABRBI[EERID (7T -2 EHE). REEEH S DEMERE
f#tH]

wEflEE (DC) LRBEF v IRTIY MNEERHBOR

IEICR T B IRREVERPRIAZE
[[RCTc031190099 (2021/12/09), -]

FABRBI[EERID (7 —2EHH). REEEH S DEMIBRE
#A]

TEiEE (NK) CRBF Ty IR MEEEHBD
BAEICEE T B IRZRAIERIREAZE

[[RCTc031190100 (2021/12/09), -]

SUERBIN[EERID (T — 2 EFH). HELEDS DEMIGHRE
#H]

FREMEEEE (afT) CREF T v IRT Y NEEEHBD
BMEICRE T 3 R ERRERSE

[[RCTc031190101 (2021/12/09), -]

ARBI[ERID (T -2 EHE). HEEEH S DBMERR
#H]

REMIRERE L RBTF T v U R~ NAERAREE

{ERZ B : 2023%01818H
LAR—bk/N—23> :0001.0


https://www.clinicaltrials.jp/cti-user/trial/ShowDirect.jsp?japicId=JapicCTI-173533
https://jrct.niph.go.jp/latest-detail/jRCTc031190098
https://jrct.niph.go.jp/latest-detail/jRCTc031190099
https://jrct.niph.go.jp/latest-detail/jRCTc031190100
https://jrct.niph.go.jp/latest-detail/jRCTc031190101
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SAMPLE NOP s#r-vavicssszess:

—RLTT [[RCTc031210185 (2021/07/06), -]
EFAANMERER BHIVZvIRR

citeg@j-immunother.com

1-5 SERBIN[EERID (T — 2 EHH). HERLEH S DBIIERE
#A]
7x—2X1 ONO-7914-01 : EIsH A Z x5 & L7=ONO-T914D B H|I%R 5

W ICONO-7914 K T*ONO-4538D AR EICHITBE | 1H
[[RCT2031210530 (2022/06/21), -]

ONO-7914, ONO-4538 (Nivolumab)
ETEEXISEREDER D A
NEFERITESA R
clinical_trial@ono.co.jp

1-10 HERBINEERID (T —2FEHH). HELEHLSDENMERRE
#H]
71x—X1 Safety, Tolerability, Pharmacokinetics, and

Pharmacodynamics of INCB099280 in Participants With
Advanced Solid Tumors
[NCT04242199 (2022/11/08), -]

Drug: INCB099280

Advanced Solid Tumor|MSI-H/dMMR
Tumors|Cutaneous Squamous Cell
CarcinomalUrothelial CarcinomalCervical
Cancer|HepatoCellular Carcinomal
Esophageal Squamous Cell Carcinomal
Merkel Cell Carcinoma|Small-cell Lung
Cancer|Mesothelioma|PD-L1 Amplified
Tumor (9p24.1)|Nasopharyngeal
Carcinoma

Incyte Corporation
1.855.463.3463, medinfo@incyte.com, +800 00027423, globalmedinfo@incyte.com

4-2,4-3,7-1,8-5, 8-6,8-7,9-3, 11-4, 13-1 SUBRBHR[EERID (T — 2 E#FH). HELHEH S DEBMNIEHRE

f#tH]

[TFRN=ENRILTIETYRLANIILDUE] EEFT
A7 740 JIED EERRIC K 2 BER LIRS
[[RCTs031190104 (2022/09/30), 2022/08/29]

Jx—X2

ARFZTADVIEE, IROVLR,ZT

STIZTXVIEEE, bSAFZT IX
FILZILRES Ry, /N INZ TIEEEIE,
—OF = JIgREKAY, LV U F=T )
VB, v )F =T, hI<F=T, 7LIF
=D, FSRYART, PFIYIVART, =R
W, T>AST7x=J,EZXF=TJ, T
XNLOFZT, RFFF=T,o0JF=T,
TRIVON)T, =50 T

EfiER

EiIDAREY >4 —hIEkR

ncch1901_consult@ml.res.ncc.go.jp

7-4 AERBI[EBRID (7T —2BHH). RREXH S DEMERE

f#tH]

{ERZ B : 2023%01818H
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https://jrct.niph.go.jp/latest-detail/jRCTc031210185
https://jrct.niph.go.jp/latest-detail/jRCT2031210530
https://ClinicalTrials.gov/show/NCT04242199
https://jrct.niph.go.jp/latest-detail/jRCTs031190104
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SAMPLE NOP s#r-vavicssszess:

Jr—X1:-2
Drug: Oral repotrectinib (TPX-0005)

Locally Advanced Solid Tumors|Metastatic

Solid Tumors

Turning Point Therapeutics, Inc.|Zai Lab
(Shanghai) Co., Ltd.

A Study of Repotrectinib (TPX-0005) in Patients With
Advanced Solid Tumors Harboring ALK, ROS1, or NTRK1-3

Rearrangements
[NCT03093116 (2022/11/01), -]

+1 (855) 427-5878, medinfo@tptherapeutics.com,

7-4

7x—X1-2
Repotrectinib

ALK. ROS1ZF7=IZNTRK1-3DETTFEHEMK
ZH Y HE&ETERE

IQVIA—E > — X2 v N Uikt
hiroshi.uchida2@iqvia.com

9-1

7x—X3

AZD5363

BFTEIT (UIRRTRE) XIFERBMALE
7 X b ZERA%RA R

RD-clinical-information-Japan@astrazeneca.

9-1

7J1x—X3

GDC-9545 (giredestrant), /N)LARS 1) 7,
Lekavy-—-ib

IR bAT E2AREBIEHER2IE M D FFE
IXIIEBIEARE

PARERN ST
clinical-trials@chugai-pharm.co.jp

9-1

71x—X1

PF-07248144

JEFFEETT £ 7 ISERRB M ERIFMEHER2FEERL
&, BPTEITE ISEGREEETIRIL
BRE, BFETT X o3& I/ VilRafmsE

7 71 —R&DERSH
clinical-trials@pfizer.com

c-cat-findings_20230118_5123456789

ARBI[ERID (T -2 EHE). HEEEH S DBMERR
#H]

ALK. ROS1X7=IINTRKI-3DELFEEREE T DET

BEREEEICHITBTPX-00050 L. BAM. RYEhaE
BLUMBEEEE = HMET 551/248. IEGHKR. ZHEERHE
[E. First-in-Humanz{& (TRIDENT-1)

[[RCT2011210009 (2022/10/22),2021/07/20]

HEBRBI[EERID (7 —2EHH). RHREEEH S DEMIBRE
#A]

BFmErT (VIRRAEE) XISEBIEDRILEVZRRERE &
b ERMREAREFREEEELEEZNRIC. HEAEIL
FTENNRI IV ITRUITINRZISZ > MMEEETSER
ENNWRID V) TRUTIARI NSV MMEEELEB T 5 EIb
NS > LBk

[[RCT2031220034 (2022/09/23), -]

com

?ﬁ%ﬁ%ﬁﬁ[ﬁﬁ%ﬁl D(T—AEHH). HELEHNS DENMBERE
HH]

I Oy SR RREHER2EM O BFMEITXIIEB IR,
EEEEWRE Lz, GDC-9545+/N)LRS 0V THABRED
BWMRUEZEMEZL OV —IL+NILRS D) THEBEE
¢ BT B alER

[[RCT2071200038 (2022/08/11), -]

FHEBRBI[EERID (7 —2EHH). RREEEH S DEMIBRE
#A]

ETHIIEREERREEREZNR L LT-PF-072481440 55
PRE{ER

[[RCT2031200246 (2022/04/13), -]

{ERZ B : 2023%01818H
LAR—bk/N—23> :0001.0


https://ClinicalTrials.gov/show/NCT03093116
https://jrct.niph.go.jp/latest-detail/jRCT2011210009
https://jrct.niph.go.jp/latest-detail/jRCT2031220034
https://jrct.niph.go.jp/latest-detail/jRCT2071200038
https://jrct.niph.go.jp/latest-detail/jRCT2031200246
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SAMPLE NOP s#r-vavicssszess:

@24
N—Hh—%S 091 HERBINEERID (T —2FEHH). HELEHNSDENMFRE
#A]
Jr—X 71—X3 EITRICH T 228 B EN KR AEDERBMEHERPE HILER
%ﬁu% AZD9833 %@5‘3%& L/—C\ AZD9833+/\°)|/’-J_:¢/7 U 7%7',_2 '\D
: V=IL+NILRS O T BT 3EINEZ VA LL_ET
HATE ERFSMHER2PE M ELIE R ER
- 52 RSP R A [[RCT2031210041 (2022/02/05), -]
AR RD-clinical-information-Japan@astrazeneca.com
® 25
N—h—%S 9-1,93 FERBINEERID (7 — 4 EHH). HWELEHNSDEMFRE
#A]
Jx—X 7xr—X1 ONO-4578-06 : AW AZXTHRE LTONO-4578L ML ~O
i ) V' — LR U CDKA/6PRERDHBIRSICH T35 | HEER
A ONO-4578 [[RCT2031210364 (2022/09/08), -]
AR AP A
ErErkE INEFE G T E KN S1E
&I clinical_trial@ono.co.jp
®26

N—h—&S 91 HEBRBI[FERID (7 —2FHH). REEEH S DEMIFHRE

#tH]

71x1—2X Jx—2X2 PF-07104091 8 &)i%5 & & OMFAR S D ER
s PF-07104091 [[RCT2031220134 (2022/08/27), -]
hAE ETE TSR MOIE, NEiEkhE. JE
NRRERTE. SRERE INEREIEIRE
RHERERS 7 71 —R&DEREIEH
EIRST clinical-trials@pfizer.com
@27
N—h—&FS 93 SUBRBHR[EERID (T — 2 E#FH). BELEH S DEBMNIBHRIE
#A]
7Jx—2X 71x—X3 MonarchE : AERRMESTEZI3Y-MC-JPCF 1) > N\E$ci5 k5
. s A ABE | M. RILEVESREREM. HER2EEM O BRS ) XU BHIA
HAl% fhemacicib + WAWRE MEHENY | maeensr L @anmienal mEsm, £~
\ ’_ = I ) T DHADEEALIESE BINMEEER (13Y-MC-
AR L= JPCF)
%ﬁ@%% 52&4—3'1’ iy _H%fﬁ'%*i [Ja piCCT|*l73668 (2018/10/31), -]
EIR S 0120-023-812
@28
N—h—&FS 93 SUERBHR[EERID (T — 2 EFH). HELHED S DEBNMNIEHRIE
#A]
Jr—X J1—2X2 AGAIN
R4, FRISHIUT, TLRZRS YL, 7Hz | URCTS031210129(2022/10/20), -]
fOV—=IL, L OV =L, TEEXZXEY
AR HREZ M HER2PE M Eis B HALE

SR RS RBEHEFEADARREE AR

{ERZ B : 2023%01818H
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https://jrct.niph.go.jp/latest-detail/jRCT2031210041
https://jrct.niph.go.jp/latest-detail/jRCT2031210364
https://jrct.niph.go.jp/latest-detail/jRCT2031220134
https://www.clinicaltrials.jp/cti-user/trial/ShowDirect.jsp?japicId=JapicCTI-173668
https://jrct.niph.go.jp/latest-detail/jRCTs031210129
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@32
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SAMPLE NOP s#r-vavicssszess:

takahiro.kogawa@jfcr.or.jp

9-3

71—2X3

Imlunestrant
ADA[EBED A
BAA—Z1) ) —%AEt
LTG_CallCenter@lists.lilly.com

11-4

71x—X3

ZSNU T LSRN
FLiE

HEELTEKA ST

AERBI[ERID (7T -2 EHE). RREEEH S DEMERE
f#tH]

EMBER-3:ER+. HER2-DETHEBEEEZ R E LT-
imlunestrant. AEREFEEMXIFARSIEEMAZERL KW
SiEE. imlunestrantE 7AYo U J OHARS = L
v BEER

[[RCT2051210102 (2022/11/17), -]

FAHBRBI[EERID (7 —2EHH). REEEH S DEMIBRE
f#tH]

CtDNADFEICE DK D FRER%ZE T 5. HER2IEEBRCA
TEBUABEEEI NV TN AT TLBEEZHRE
L7cs ZS NV TOBEMERVERLED TR E DR
[[RCT2031210330 (2022/08/05), 2021/12/01]

smb.Japanclinicalstudydisclosure@takeda.com

11-4,11-9

7r—X1

ZINUT SDIVEREKAY), ESTRET

YIBRTEE - BREMLA

EZRERFEANELNAREL > Z—R

e

nirapim_core@east.ncc.go.jp

11-8

7rx—X1
AZD5305
Bz A
7 A b TERAMRA A

AHEBREM[FERID (7 —2F#HH). REEEH S DEMIFRE
#tH]

BRAABEICHTB=5/XU TLESFAETOE | 185
B
[[RCT2031220179 (2022/10/14), -]

ABRBI[ERID (T -2 EHE). HEEEH S DBMERR
#A]

ETEREDNABEZ NRICAZDS305% HE R UIB AR & D
HETHEHERS Lt T0Rel. BBME. EYHE.
BENERUOFEHEWMZTMT I ES 21— )L BIFERZSHE
REFEFEIME, FiEAE M85 ER

[[RCT2031210609 (2022/02/15), -]

RD-clinical-information-Japan@astrazeneca.com

BNERRER—R
FRIRELERIFIRDIBEZ L TV EH Ao

4 BEBIGFDFM
ZREGTOHEFROBME L TV A,

13/18

c-cat-findings_20230118_5123456789
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https://jrct.niph.go.jp/latest-detail/jRCT2051210102
https://jrct.niph.go.jp/latest-detail/jRCT2031210330
https://jrct.niph.go.jp/latest-detail/jRCT2031220179
https://jrct.niph.go.jp/latest-detail/jRCT2031210609
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SAMPLE NOP s#r-vavicssszess:

5 BEXEK

Em
XiES BEXH N—h—&S
ml PMDA No.1-1,1-3,1-5,
2-1,7-1,7-2,8-4,
8-5,8-7,11-1,
11-3,11-4
m2 FDA No.8-1, 8-2, 8-6,
10-1,11-2,11-6
H3 Jwa Hoon Kim et al. "A Phase Il Study of Avelumab Monotherapy in Patients with No.1-2

Mismatch Repair-Deficient/Microsatellite Instability-High or POLE-Mutated Metastatic
or Unresectable Colorectal Cancer." Cancer Res Treat(2020) PMID:32340084

H4 Akihito Kawazoe et al. "Multicenter Phase I/l Trial of Napabucasin and No.1-4
Pembrolizumab in Patients with Metastatic Colorectal Cancer (EPOC1503/SCOOP
Trial)." Clin Cancer Res(2020) PMID:32694160

m>s Cancer Genome Atlas Network "Comprehensive molecular characterization of human | No.1-6
colon and rectal cancer." Nature(2012) PMID:22810696

Mo Cyriac Kandoth et al. "Integrated genomic characterization of endometrial No.1-6
carcinoma." Nature(2013) PMID:23636398

7/ Padmanee Sharma et al. "Nivolumab Plus Ipilimumab for Metastatic Castration- No.2-2

Resistant Prostate Cancer: Preliminary Analysis of Patients in the CheckMate 650
Trial." Cancer Cell(2020) PMID:32916128

H3 James G Jackson et al. "p53-mediated senescence impairs the apoptotic response No.3-1
to chemotherapy and clinical outcome in breast cancer." Cancer Cell(2012)
PMID:22698404

Mo COSMICEREL : 6 No.3-2

W10 Xuegian Gong et al. "Genomic Aberrations that Activate D-type Cyclins Are Associated | No.3-3
with Enhanced Sensitivity to the CDK4 and CDK6 Inhibitor Abemaciclib." Cancer
Cell(2017) PMID:29232554

M1l Simona Soverini et al. "BCR-ABL kinase domain mutation analysis in chronic myeloid No.4-1
leukemia patients treated with tyrosine kinase inhibitors: recommendations from an
expert panel on behalf of European LeukemiaNet." Blood(2011) PMID:21562040

W1 Jorge Cortes et al. "Dynamics of BCR-ABL kinase domain mutations in chronic No.4-4
myeloid leukemia after sequential treatment with multiple tyrosine kinase inhibitors."
Blood(2007) PMID:17785585

M 13 Simona Soverini et al. "Contribution of ABL kinase domain mutations to imatinib No.4-5
resistance in different subsets of Philadelphia-positive patients: by the GIMEMA
Working Party on Chronic Myeloid Leukemia." Clin Cancer Res(2006) PMID:17189410

W14 AVaishnavi et al. "Oncogenic and drug-sensitive NTRK1 rearrangements in lung No.7-3
cancer." Nat Med(2013) PMID:24162815
W15 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

M 16 Audrey Sirvent et al. "Cytoplasmic signalling by the c-Abl tyrosine kinase in normaland ' No.8-8
cancer cells." Biol Cell(2008) PMID:18851712

W17 M Sattler et al. "Mechanisms of transformation by the BCR/ABL oncogene." Int J No.8-8
Hematol(2001) PMID:11345193

M 18 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

{ERZ B : 2023%01818H
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https://www.ncbi.nlm.nih.gov/pubmed/?term=32340084
https://www.ncbi.nlm.nih.gov/pubmed/?term=32694160
https://www.ncbi.nlm.nih.gov/pubmed/?term=22810696
https://www.ncbi.nlm.nih.gov/pubmed/?term=23636398
https://www.ncbi.nlm.nih.gov/pubmed/?term=32916128
https://www.ncbi.nlm.nih.gov/pubmed/?term=22698404
https://www.ncbi.nlm.nih.gov/pubmed/?term=29232554
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
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SAMPLE NOP s#r-vavicssszess:

W19 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

H 20 S A Datar et al. "The Drosophila cyclin D-Cdk4 complex promotes cellular growth." No.9-2
EMBO J(2000) PMID:10970848
W21 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

N 22 Y Xiong et al. "Subunit rearrangement of the cyclin-dependent kinases is associated No.9-2
with cellular transformation." Genes Dev(1993) PMID:8101826
W23 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

W24 Fiona Vaz et al. "Mutation of the RAD51C gene in a Fanconi anemia-like disorder." Nat | No.10-2
Genet(2010) PMID:20400963

M 25 Liisa M Pelttari et al. "RAD51C is a susceptibility gene for ovarian cancer." Hum Mol No.10-2
Genet(2011) PMID:21616938

H 26 T Golan et al. "Overall survival and clinical characteristics of pancreatic cancer in BRCA | No.11-5
mutation carriers." Br J Cancer(2014) PMID:25072261

W27 BRCA Exchange No.11-7

M 28 Geoffrey D Miller et al. "Resistant mutations in CML and Ph(+)ALL - role of ponatinib." No.13-1
Biologics(2014) PMID:25349473

W29 Simona Soverini et al. "Philadelphia-positive patients who already harbor imatinib- No.13-2

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

H 30 Heike Pfeifer et al. "Kinase domain mutations of BCR-ABL frequently precede imatinib- | No.13-3
based therapy and give rise to relapse in patients with de novo Philadelphia-positive
acute lymphoblastic leukemia (Ph+ALL)." Blood(2007) PMID:17405907

H31 Trial;jRCT2031210036 No.1-7,1-8
N 32 Trial:JapicCTI-205394 No.1-9
H33 Trial:NCT04242199 No.1-10
W34 Trial:NCT03093116 No.7-4

H 35 Trial;jRCT2031220179 No.11-9

M 36 Target:ABL1 No.4-2,4-3
W 37 Target:CDK4 No.9-3

H 38 Target:BRCA2 No.11-8

B

BENHERDO\HEZ LTV EE A

6ERY I b T7N=-U3Y

C-CAT CKDB 5.1.0

refGene 20191020

ensGene v32(20191028)
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ExAC r0.3
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TIETYALRNILES

CamEnRICEAT 2 IET Y I LARILSE]

B pak !
HENAE. EBREEEN DB /FDAERELH B /A FS1VEHIN TS, A
HENAE., BETNERIEDOSVERKRER « X 2B EFARMOI YAV H %, B

b’ ARE. ER X7 IZFDAEREN B 5 /MbH’ AR, METHIEREDE VERREER « X Z 8T E EFIRE O C
AV H AN BB /DARBICEL ST REQ/NSVERZBRTERAENRIN TV S,

HARBICEDL ST, EFHRETERAMINRIN TS, D
BIFERRERER (in vitroXPin vivo) THRMIHRETN TV, E

DAICEE T 3 e IS5 TWS,

HHMMEADBESICEL T, BRER THAZNREICLDBES<MEN) 7> FTHHEHBELTWVWS, Rl

ERIMEADBESICEEL T, MEZREERLC L L THRENH D MRERRCEEFRF R TRIESNTW3, | R2

FRTMEADORESICEL T, BiEEARER CTIME/ND 7> hEFMEIN TV S, R3
El:kRTZL,iR?%EJP\]/FDA@E(E’E’\%LCOL\‘CG)W’EI EFYRXTY, HRABICEITRZIET Y RDBEIEITRZIRY (*) B&
AN °

(RAINDEZEMEDIEE]

E AR D HEAARE. ERERELNDH B,
ERBEGHNAE  HAE. BRASRENH S (EIEN).
FDAZKERZE T USHATE. FDARSEEND B,
FDAE G 2R DDA TE. FDAEGEED H B (EIHHN ).

ERERRERY | HEHLNAE. ERNERREBRNDH 5.
BNERRERT | HEDAR. BARKHRLH B
A o EEELS

8 KEITEFT>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

https://jmd.amjpathol.org/article/S1525-1578(16)30223-9/fulltext

VEIRFIR - REFIH

O C-CATHREGER WUT TFRFAERFRI tW 5. ) B TFIN— RISV TERKERS & HE THEREMSED
RT3 BELF AR BRERRBREEORREEAZRATHHDOEBEEH L LTHRHIEINZHDTY,

O FRAEHERIE. TFAN-—INRILICEITBZIREIICETSE LS. B AT/ LABREBL VY —DHRHEDT—EZR-Z®
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FRAT —2N—X(JAX-CKB™1)FZ VW TRBRERLICAH#T —IN— 2 BICBEBICT / LBTERICHLT
R - BREE DT Z1To7cdbDTIN ZDFEAICEL T RORUSHRICTEEZEBVLE I,

OFRFERERICOVTIF. KERICEWVWTHERREYL LTERINHOTIEAL . BERATIIEREE Y L TOERME
MMREESINTZDDTIIB D FHA. TOABICOVTIE. TE /= FARILICEVWT, B, ZY4%., BEELY
FHBFO LT, FATIAXNENHD FT,

QAFERERIZ. BEOEFOMEESNRZRIEL. BIGZRTHOTIIERL ., o, BEOEFOMBEENRDS RN P
. BEREWERABWVWIEETRTHDTHHD £ A, EXOESOFERICKEL TR, FAXEZICESOVWTEL DA
EEBYTIEMPTDICRSEZ1ToTLIET L,

CRRFRERICEAL TRARATNTULBBRIZY / LAERZRIRYE L TERABTN TV AL, 47 LHEGFICHMITTN
THES5Y. FFBERBRICBVWTRE AN SR LERARZHBENICIBRTETORVIRELDD 9, .
BEINTVIBRKREBRDPEEESAICEG L TVB EIERD A

@ERRFRICOVTIE, FATBRICEHINTLARVERRECEEZFERRAOENMZFICLDBETADSMTE AL
T—ZAHEZONFET, FEROAFTICOWVWTIIERRABRORMEEICSBESHOE TV,

OARERBRICEBE SN TV I EFO—EIZ. ERXIEEN THRECERERPOEERRTHD . REBMME - 224D
FEILTWB3HDTIIHD FEADT, ALDEEZTANDEEOFERCERIZBRADERFOZIFICOVTIE. TFX
N=FrNRIPEFALAEODEZRHETDOS C ITHRETL TSI L,

CEZEMOERRACPRENARFRZIBLERFINTVET, CNSERANDBEROT7 Vv TT—bDEAI VT DEWVIC
FU. FAEBRTINESNTLBBRIEF TR BRVARESH D T3, EBRNDITEHEOHIAS & RFERER
DEHICHED HBIHEICIE. FIEDABZEBEL TSIV,

OFRAERBROBBICOVTIE. HODFEZIL>TVWEIH. ABH. PXATLHNABIS—DELCRZAREMLEET
FEHADT. IFAN—INRILICEVTIE, BEFNARI/IEERRBREESCORESMZHIR T2 HIC. BRGNS
ICBI L TRED H BI5RICIFC-CATICREWLIEEETLSEEVLET,

OFAERBRIZRREA SNCBLCFNARIIBRERBRBESICRHSNTLBINUT Y FOHZRENRELTVET,

OFFEMRIE. FEREFENHITI HEET/ R RERRREBL BL2 7T U LAV RRESENOEL
%) THERE T 3BANB 0. N—N—ERIRE > TREINBZLABD ET,

OAFEFROBEBER. FA. KK (DNA)  EFEMERTIZR (T/INEHEREDH) DY —H—RICIE.
ToMMo. Exome Aggregation Consortium(EXAC). 1000A%/ L0V D7 LIVIEEER%E
ToMMo. ExAC. 1000G& L THRRLTHD F£7 ., Exome Aggregation Consortium,
1000AT /L7027 b7 LIVEEBRRISE 7T ARBICE T3 7 LIVBEERBRERRLTVET,

OXRFAEFEROT—H—* LCIE. UTOEZTC-CATICERINIIERNICE TR EEBRERTLTVET,
EHHREBBC-CATICERINIGERIL6 FERY 7 bz 7N—2 3 VDOC-CATERT — 2 BB IEI L,
s 2HABND T Y MEE [ B—E&TCFEREIFDELAR / C-CATICERI N 2ENR (£2HARE)*2
< BATERIND 7Y MEE | HEDNABRTR—EGCFEREIFDEFR / C-CATICER I N YD AR D2
- NARBREBGFERBES | YN ABTR—EGFICEVWTIETF Y ALANIFDMIE TN EERZ R DEIE /

C-CATICER I NI HEZN A DEFIE 2

*1 BEBRZRITINVTY MIFRAERBROBEEER. A, KKE(DNA) L ELFEER(DNA). BERR(DNA) X
IE—8ZE. BLUEREERRIIZE (TINEREDOH)ICIBEHTDINI 7Y FEXMRELTVET,
*2 C-CATICESR I NI LEFE. C-CATICERINUZDPABDIEFNBIZI/NRILICE > THEENRETS
BLFOEREZEHET. TIRTONREFAREEFLTUVET,
3 Y—Hh—HPREEGCFDHE. MEEGCFOLRETROEBLGFICOVWT. TNENDNABELCFIZERBEE.
WHARBREGCTF2ERBEEZSTHLF T,

QOFPEFBRTIE. UTOEBICODWTHERERMSENRIT T 2EELF/N\RIEERRESEABRICE D IHAENREZ
RELTEDET,
» Tumor Mutational Burden / Blood Tumor Mutational Burden : TMB
« Microsatellite Status : MSI
+ Loss of Heterozygosity score : LOH

*%7c72 L. FoundationOne CDXMDIFE. BMERUHETOEGFNRIBREERBREZICLOHARETNZ ZeH'HD &
THABEBRTIIFAENRALLTED X,

BAFAEERERESUETOREREE CTIIECTFEERESORTICEENEETZLDHD FY, TOBBICRIRE
SUETOREBEREZDEHZEERL TEACET L,

EEF/INRILFEED /N ILIERD FoundationOne Liquid CDXDIBE . RESHRITOBGF/NRILBREERBEED
Biomarker FindingsiCiZTumor FractionDfEAEEEH S £ 95 RBEWIFC-CATICS T L TUIBATREAAZZ & L TR
TNBEVEH. AAEBRTIIRAERNRAELTED XY,

GEGF/NRILEED /N ILIERD FoundationOne Liquid CDXDIFE. BREKMRITOBGTF/NRILBEBRBREED
OTHER ALTERATIONS & BIOMARKERS IDENTIFIEDIC T# Variants in this gene may be derived from a nontumor source
such as clonal hematopoiesis (CH).; YEEHINTVWIERBERIZ. AAEBERTREARROGTHRER H»% L THE
L. AERERERLTEDET,

OAFERRIE. BLF/\RIREDVETEMRRTER L FHRERZXALAVEEIE. ERERZEHBRERL AR
LTHRAEL. AERBRMERLTED XY,
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OFFERBRIZ. TFIN-ENRILOSZEERE LTERINEDDTHD . BESADRERIIEEY ZRITES
CEBELTERSNICDDOTIEB D EEA.

fE 4~ DEFEIZ. BEICHT B+DBEHAZIT oI LT, AL4DBFRZERIBELY T ZEMOEERTHBICEIWVWTITS
HDTHOH. C-CATHRRICEAT BT EHER. BEANDHAICOVWTEEZESHOTIEHD FHA

*1 Somatic gene variant annotations and related content have been powered by The Jackson Laboratory®
Clinical Knowledgebase (JAX-CKB™)
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