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https://ClinicalTrials.gov/show/NCT05101070
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https://www.clinicaltrials.jp/cti-user/trial/ShowDirect.jsp?japicId=JapicCTI-173533
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citeg@j-immunother.com
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#H]
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BT B IRRNERKRAZT
[[RCTc031190100 (2021/12/09), -]
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FEMRREE (afT) E®EF TV IRT Y NEEEHED
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[[RCTc031190101 (2021/12/09), -]

ﬁ%ﬁ%ﬁ[?ﬁ%ﬁm (T—2EHA). HELEN S DEMERER
HA]
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[[RCTc031210185 (2021/07/06), -]
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https://jrct.niph.go.jp/latest-detail/jRCTc031190100
https://jrct.niph.go.jp/latest-detail/jRCTc031190101
https://jrct.niph.go.jp/latest-detail/jRCTc031210185
https://jrct.niph.go.jp/latest-detail/jRCT2031210530
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STIZTAVIEE, b XFZT DX
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—OF Z JRERKAY, LEV D F T
VIR, EVF =T, AIRF=T, TLIF
Z7,bSRYRART, TTVIVART, 2R
W7, I>YaAF 77, EZXF=T, I
XNLOFZD,RFFZT, 0VIFZT,
TRILG)T, =25 N7

B FES

B DAL > 2 —H iRk
ncch1901_consult@ml.res.ncc.go.jp

4-1

7x—X1

AMG 650

EITERE

7LD T %R
clinicaltrials_japan@amgen.com

7-4

7Jx—X1:2
Drug: Oral repotrectinib (TPX-0005)

Locally Advanced Solid Tumors|Metastatic
Solid Tumors

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

[[RCTs031190104 (2022/07/22),2022/08/29]

AHEBREI[FEERID (7 —2F#HH). REEEH S DEMIFRE
#tH]

ETEREREZ TR LAMG6500 F 1185 5%
[[RCT2031200176 (2020/10/28), -]

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

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

[NCT03093116 (2022/07/11), -]

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

7-4

Jr—X1-2
Repotrectinib

ALK. ROS1Z%7=IENTRK1-3DBI=FEER
*BY 3 ETERE

IQVIAtF—E > —X T v N U a1
yoshinobu.nakamura@iqvia.com

9-1

71x—X3

AZD5363

BFETT (UIRRAFRE) RISEBIMTLIE
7 Z b ZERA%RA R
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EREEEICHITB3TPX-00050 22 . BAM. BYHE
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[Fl. First-in-Humani£& (TRIDENT-1)

[[RCT2011210009 (2021/05/18),2021/07/20]
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https://ClinicalTrials.gov/show/NCT03093116
https://jrct.niph.go.jp/latest-detail/jRCT2011210009
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[[[RCT2031220034 (2022/06/22), ]

RD-clinical-information-Japan@astrazeneca.com

9-1

7J1x—X3

GDC-9545 (giredestrant), /NILZAR> o 1) 7|
L taov—iL

IX +OTVZ2REEEHER2IE S O BT
TR ELFB T

A REG ot

clinical-trials@chugai-pharm.co.jp

9-1

7x—X1

PF-07248144

JEFFEETT X 7 ISERRB M ERIZMEHER2FEE L
fZ&, BPTEITE ISR EBETI I
PR, BFTETT E o I3ERB I/ ViRafmE

7 7 ¥ —R&DERRH
clinical-trials@pfizer.com

9-1

71x—X3

AZD9833
ERFZMEHER2RE M FLIE
72 SERABRARE

Eﬁ%ﬁ%ﬁ[ﬁ%ﬁm (T —2EHA). RELEH S DEMEREE
#H]

I bOT URREBIEHER2IR M O BFTEITXIZEB M
BEEENRY LTz, GDC-9545+/NILRS 0 1) THEBED
BWERUREMZ L OV —IIL+NILIRS 7)) THAERE
C LEEETE I S E R

[[RCT2071200038 (2021/06/04), -]

AERBI[ERID (T -2 EHE). REEERH S DEMERE
#A]

AT E 1= ISR BB EE £ MR Y L1-PF-072481440
REER
[[RCT2031200246 (2022/04/13), -]

FABRBI[EERID (7 —2EHH). RREEEH S DEMIBRE
#H]

EITEICN T 328 FEN RBRDOERBIEHER2IEEILESR
EODREL LT, AZDI833+/NNILART U =7+ 0O
V=IL+NILRS ) TR BEINEZ A LEET
rRElER

[[RCT2031210041 (2022/02/05), -]

RD-clinical-information-Japan@astrazeneca.com
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ONO-4578

LA A

NEFERT MR

clinical_trial@ono.co.jp
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Jx—X2
PF-07104091
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[[RCT2031210364 (2022/06/21), -]

HEBRBI[EERID (7 —2EHH). HEEEH S DEMIERE
#H]

PF-07104091 815 & K M HAKRS DR
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https://jrct.niph.go.jp/latest-detail/jRCT2031220034
https://jrct.niph.go.jp/latest-detail/jRCT2071200038
https://jrct.niph.go.jp/latest-detail/jRCT2031200246
https://jrct.niph.go.jp/latest-detail/jRCT2031210041
https://jrct.niph.go.jp/latest-detail/jRCT2031210364
https://jrct.niph.go.jp/latest-detail/jRCT2031220134
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9-3
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Abemaciclib + R WEE, ZEMERNS
WA B IR

Ly
BEA—Z10 1)) —#%Hakt
0120-023-812
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Jx—X2

TRIDIVT, TRV M TFR
FOYV—IL, L EOY—IL, TFEAXAREZY

HREZMHER2PE M Enfe B RILE
RBHEEADARERERRKR
takahiro.kogawa@jfcr.or.jp

9-3

7r—X3

Imlunestrant

AN A [EBMED A
HAA—Z1) ) %A=t
LTG_CallCenter@lists.lilly.com

11-4

71x—X3

ZINUT ST IVEREKFIY)
Lz

HEERIEGRAat

?ﬁﬁﬁ%ﬁ[ﬁtﬁﬁm (T—2E#HMA). HEEEN S DEMEHRE
|

MonarchE : BEREmETEZI13Y-MC-JPCF U > /NEiEaiEha
M. RILEDSREBEMY. HER2BEMO BRE ) XV 28A
EEREENRYE LIZENAMERDW BEEM, 7R
IS0 )T DHBOEFEALIESR BINMEEER (1I3Y-MC-
JPCF)

[JapicCTI-173668 (2018/10/31), -]

HEBRBI[EERID (7 —2EHH). HEEEH S DEMIERE
#H]

AGAIN
[[RCTs031210129 (2022/05/26), -]

AERBI[ERID (T -2 EHE). HEEEH S DBMERE
#A]

EMBER-3:ER+. HER2-OETHEEEEZ MR E LT-
imlunestrant. AEREEEMXIFARSIEEMAEIRL KW
SibEGE. imlunestrantE 7AYo YU JOHAR S = L
9 BEER

[[RCT2051210102 (2022/03/31), -]

iﬁ%ﬁ%ﬁ[?ﬁ%ﬁm (T—2EHA). HELEH S DBMEHRE
£B]

CtDNADEFEICE DK AFHEEZH T 5. HER2EZIEBRCA
ZEEBUILBBEII M) T2 AT« TABEBEENRY
Lice ZS NV T OBEMERVZL2MED T 2R DR
[[RCT2031210330 (2022/03/26),2021/12/01]

smb.Japanclinicalstudydisclosure@takeda.com

11-4,11-8

7r—X1
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https://www.clinicaltrials.jp/cti-user/trial/ShowDirect.jsp?clinicalTrialId=27073
https://jrct.niph.go.jp/latest-detail/jRCTs031210129
https://jrct.niph.go.jp/latest-detail/jRCT2051210102
https://jrct.niph.go.jp/latest-detail/jRCT2031210330
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A% =507 b UILESEKEY, ES 7D | RCT2031220179 (2022/07/02), -]
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ESyiiiLy: 4] EAEREREAEBLNARE LV Z—R
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5 BEX

Em
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[ I PMDA No.1-1,1-2,1-3,
2-1,7-1,7-2, 8-4,
8-5,8-7,11-1,
11-3,11-4
[ P) FDA No.8-1, 8-2, 8-6,
10-1,11-2,11-6
3 Cancer Genome Atlas Network "Comprehensive molecular characterization of human | No.1-4
colon and rectal cancer." Nature(2012) PMID:22810696
4 Cyriac Kandoth et al. "Integrated genomic characterization of endometrial No.1-4
carcinoma." Nature(2013) PMID:23636398
5 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

H6 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

u7 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

M3 AVaishnavi et al. "Oncogenic and drug-sensitive NTRK1 rearrangements in lung No.7-3
cancer." Nat Med(2013) PMID:24162815
¢ 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 10 Audrey Sirvent et al. "Cytoplasmic signalling by the c-Abl tyrosine kinase in normaland ' No.8-8
cancer cells." Biol Cell(2008) PMID:18851712

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

H12 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

13 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
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https://www.ncbi.nlm.nih.gov/pubmed/?term=23636398
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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
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H 14 S A Datar et al. "The Drosophila cyclin D-Cdk4 complex promotes cellular growth." No.9-2
EMBO J(2000) PMID:10970848
M 15 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

H 16 Y Xiong et al. "Subunit rearrangement of the cyclin-dependent kinases is associated No.9-2
with cellular transformation." Genes Dev(1993) PMID:8101826
W17 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

M 18 Fiona Vaz et al. "Mutation of the RAD51C gene in a Fanconi anemia-like disorder." Nat | No.10-2
Genet(2010) PMID:20400963

M 19 Liisa M Pelttari et al. "RAD51C is a susceptibility gene for ovarian cancer." Hum Mol No.10-2
Genet(2011) PMID:21616938

H 20 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

H21 BRCA Exchange No.11-7

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

23 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

W24 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
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LUEHAE. FENERIEOEVERIER - X4@BTCEMRMOI oI H S, B

e ARE. ER X7 IZFDAEREN B 5 /Mtbh’ AR, FETHIEREDEVERKREER « X Z @i EFIRE O C
AV HZANBB/DARBICEL ST RIEQ/NSVERABRTERENRIN TV S,

HABICEDL ST EFRSE TERAMENREINATVLS,
HIEREREXER (invitroX®invivo) TERMIHREIN TV S,
HALICEEET 2 eI TWS, F
HERITEADRESICEAL T, BARAR THAZENREICLIDBES<MENU 7Y FTHZEHBELTWS, Rl
HHTMEADOBESICEL T, MEZRERRLE L L TREDH D MEERRCEEEN AL TRIISNhTWS, | R2
ZAIMMEANDRESICEL T, AIERAREBRTHE/N) 7> b EFHES LT UL B, R3

R1, R2, R3IZEA/FDADEREICOVWTOMMEIE TV X TY, MAARBICEITZIET Y RDBEIFTRRIRY (*) Hi&k

RENET,

[(RF\DEEM DIERF]

ERAGEE D EHED AR EREGRED D B,
EREIRAE 0 AR, ERESENS B (EISH).
FDAZKERZ D HEDAE. FDAEGRENDH B,
FDABISHE @ A AR, FDAEGERD H B (EILH).

ERERRERT | HEHMNAE. BRERKERNDH 5.
BNERRERT | HEDAR. BABRKHRLH B
=i o EERS

8 KETET > XL AJL(AMP/ASCO/CAP Guidelines)

Strong Tier 1A
Significance

Tier 1B

Potential Tier 2C
Significance
Tier 2D

Uncertain Tier 3
Significance

Biomarker predicts response or resistance to an FDA or EMA approved therapy,according to
drug label or professional guidelines for this diagnosis

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

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

Biomarker is associated with response or resistance to an FDA or EMA approved
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

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

Biomarker has uncertain clinical significance and not known to be likely benign or benign

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