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A Phase Ill, Open-label, Randomised Study of
Datopotamab Deruxtecan (Dato-DXd) With or Without
Durvalumab Compared With Investigator's Choice of
Chemotherapy (Paclitaxel, Nab-paclitaxel or Gemcitabine
+ Carboplatin) in Combination With Pembrolizumab in
Patients With PD-L1 Positive Locally Recurrent Inoperable
or Metastatic Triple-negative Breast Cancer (TROPION-
Breast05)

[NCT06103864 (2023/10/27), -]
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4 A Oaknin et al. "Endometrial cancer: ESMO Clinical Practice Guideline for diagnosis, No.1-5
treatment and follow-up." Ann Oncol(2022) PMID:35690222
M5 ESMO Guideline No.1-5,7-3
19 Cancer Genome Atlas Network "Comprehensive molecular characterization of human | No.1-13
colon and rectal cancer." Nature(2012) PMID:22810696
7/ Cyriac Kandoth et al. "Integrated genomic characterization of endometrial No.1-13
carcinoma." Nature(2013) PMID:23636398
H3 Jing He et al. "Safety, efficacy, and pharmacokinetics of SH-1028 in EGFR T790M- No.2-1

positive advanced non-small cell lung cancer patients: A dose-escalation phase 1
study." Cancer(2023) PMID:36813747

o Yelena Y Janjigian et al. "Dual inhibition of EGFR with afatinib and cetuximab in kinase | No.2-3
inhibitor-resistant EGFR-mutant lung cancer with and without T790M mutations."
Cancer Discov(2014) PMID:25074459

M 10 Lecia V Sequist et al. "Phase Ill study of afatinib or cisplatin plus pemetrexed No.2-4
in patients with metastatic lung adenocarcinoma with EGFR mutations." J Clin
Oncol(2013) PMID:23816960

Wil Arielle Elkrief et al. "Brief Report: Combination of Osimertinib and Dacomitinib to No.2-6
Mitigate Primary and Acquired Resistance in EGFR-Mutant Lung Adenocarcinomas."
Clin Cancer Res(2023) PMID:36729110

W1 Yuankai Shi et al. "Central Nervous System Efficacy of Furmonertinib (AST2818) Versus | No.2-10
Gefitinib as First-Line Treatment for EGFR-Mutated NSCLC: Results From the FURLONG
Study." J Thorac Oncol(2022) PMID:35932953

H 13 James Chih-Hsin Yang et al. "A Randomized Phase 2 Study of Gefitinib With or Without | No.2-12
Pemetrexed as First-line Treatment in Nonsquamous NSCLC With EGFR Mutation: Final
Overall Survival and Biomarker Analysis." J Thorac Oncol(2020) PMID:31605797

W14 Wenhua Liang et al. "Network meta-analysis of erlotinib, gefitinib, afatinib and icotinib | No.2-14
in patients with advanced non-small-cell lung cancer harboring EGFR mutations."
PLoS One(2014) PMID:24533047

W 15 Byoung Chul Cho et al. "Lazertinib Versus Gefitinib as First-Line Treatment in Patients | No.2-15
With EGFR-Mutated Advanced Non-Small-Cell Lung Cancer: Results From LASER301." J
Clin Oncol(2023) PMID:37379502

M 16 Daniel SW Tan et al. "Nazartinib for treatment-naive EGFR-mutant non-small cell No.2-16
lung cancer: Results of a phase 2, single-arm, open-label study." Eur J Cancer(2022)
PMID:35810553

W17 Ryota Saito et al. "Phase 2 study of osimertinib in combination with platinum No.2-18,2-19
and pemetrexed in patients with previously untreated EGFR-mutated advanced
non-squamous non-small cell lung cancer: The OPAL Study." Eur J Cancer(2023)
PMID:36966696

M 18 Helena AYu et al. "HERTHENA-Lung01, a Phase Il Trial of Patritumab Deruxtecan No.2-20
(HER3-DXd) in Epidermal Growth Factor Receptor-Mutated Non-Small-Cell Lung
Cancer After Epidermal Growth Factor Receptor Tyrosine Kinase Inhibitor Therapy and
Platinum-Based Chemotherapy." J Clin Oncol(2023) PMID:37689979

H19 Naruo Yoshimura et al. "EKB-569, a new irreversible epidermal growth factor receptor | No.2-21
tyrosine kinase inhibitor, with clinical activity in patients with non-small cell lung
cancer with acquired resistance to gefitinib." Lung Cancer(2006) PMID:16364494

H 20 Yuankai Shi et al. "Results of the phase lla study to evaluate the efficacy and safety of | No.2-22
rezivertinib (BPI-7711) for the first-line treatment of locally advanced or metastatic/
recurrent NSCLC patients with EGFR mutation from a phase I/lla study." BMC
Med(2023) PMID:36617560

H21 Luis Paz-Ares et al. "Monotherapy Administration of Sorafenib in Patients With No.2-23
Non-Small Cell Lung Cancer (MISSION) Trial: A Phase I, Multicenter, Placebo-
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Controlled Trial of Sorafenib in Patients with Relapsed or Refractory Predominantly
Nonsquamous Non-Small-Cell Lung Cancer after 2 or 3 Previous Treatment
Regimens." J Thorac Oncol(2015) PMID:26743856

22 Anna Li et al. "Acquired MET Y1248H and D1246N Mutations Mediate Resistance to MET | No.2-24,2-25
Inhibitors in Non-Small Cell Lung Cancer." Clin Cancer Res(2017) PMID:28396313
N 23 Lecia V Sequist et al. "Response to treatment and survival of patients with non- No.2-26

small cell lung cancer undergoing somatic EGFR mutation testing." Oncologist(2007)
PMID:17285735

W24 Annette O Walter et al. "Discovery of a mutant-selective covalent inhibitor of No.2-27
EGFR that overcomes T790M-mediated resistance in NSCLC." Cancer Discov(2013)
PMID:24065731

W 25 J Guillermo Paez et al. "EGFR mutations in lung cancer: correlation with clinical No.2-28
response to gefitinib therapy." Science(2004) PMID:15118125
M 26 Thomas J Lynch et al. "Activating mutations in the epidermal growth factor receptor No.2-28

underlying responsiveness of non-small-cell lung cancer to gefitinib." N Engl J
Med(2004) PMID:15118073

W27 William Pao et al. "EGF receptor gene mutations are common in lung cancers from No.2-28
never smokers and are associated with sensitivity of tumors to gefitinib and erlotinib."
Proc Natl Acad Sci U S A(2004) PMID:15329413

W 28 Masaaki Nagano et al. "High-Throughput Functional Evaluation of Variants of No.2-29
Unknown Significance in ERBB2." Clin Cancer Res(2018) PMID:29967253
H 29 Rabin Said et al. "P53 mutations in advanced cancers: clinical characteristics, No.3-1

outcomes, and correlation between progression-free survival and bevacizumab-
containing therapy." Oncotarget(2013) PMID:23670029

H 30 K Koehler et al. "TP53 mutational status is predictive of pazopanib response in No.3-2
advanced sarcomas." Ann Oncol(2016) PMID:26646755
M3l S Fu et al. "Phase | study of pazopanib and vorinostat: a therapeutic approach No.3-3

for inhibiting mutant p53-mediated angiogenesis and facilitating mutant p53
degradation." Ann Oncol(2015) PMID:25669829

W32 COSMICEHREL : 6 No.3-4

H 33 Xuegian Gong et al. "Genomic Aberrations that Activate D-type Cyclins Are Associated | No.3-5
with Enhanced Sensitivity to the CDK4 and CDK6 Inhibitor Abemaciclib." Cancer
Cell(2017) PMID:29232554

M 34 Yuxiang Ma et al. "First-in-human phase I study of TQ-B3139 (CT-711) in advanced No.6-1
non-small cell lung cancer patients with ALK and ROS1 rearrangements." Eur J
Cancer(2022) PMID:35940055

M35 Yunpeng Yang et al. "Efficacy, safety, and biomarker analysis of ensartinib in crizotinib- | No.6-6
resistant, ALK-positive non-small-cell lung cancer: a multicentre, phase 2 trial." Lancet
Respir Med(2020) PMID:31628085

H 36 Manabu Soda et al. "Identification of the transforming EML4-ALK fusion gene in non- No.6-8
small-cell lung cancer." Nature(2007) PMID:17625570
W37 E Normant et al. "The Hsp90 inhibitor IPI-504 rapidly lowers EML4-ALK levels No.6-9

and induces tumor regression in ALK-driven NSCLC models." Oncogene(2011)
PMID:21258415

38 Christine M Lovly et al. "Insights into ALK-driven cancers revealed through No.6-10
development of novel ALK tyrosine kinase inhibitors." Cancer Res(2011)
PMID:21613408

H 39 Johannes M Heuckmann et al. "ALK mutations conferring differential resistance to No.6-10
structurally diverse ALK inhibitors." Clin Cancer Res(2011) PMID:21948233

M 40 Luc Friboulet et al. "The ALK inhibitor ceritinib overcomes crizotinib resistance in non- | No.6-10
small cell lung cancer." Cancer Discov(2014) PMID:24675041

M4l Robert C Doebele et al. "Mechanisms of resistance to crizotinib in patients with ALK No.6-10

gene rearranged non-small cell lung cancer." Clin Cancer Res(2012) PMID:22235099

W 42 Ryohei Katayama et al. "Mechanisms of acquired crizotinib resistance in ALK- No.6-10
rearranged lung Cancers." Sci Transl Med(2012) PMID:22277784
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mutant NSCLC." Cancer Cell(2010) PMID:20129249

H 53 George R Blumenschein et al. "Targeting the hepatocyte growth factor-cMET axis in No.7-8
cancer therapy." J Clin Oncol(2012) PMID:22869872

W 54 Gromoslaw A Smolen et al. "Amplification of MET may identify a subset of cancers with | No.7-8

extreme sensitivity to the selective tyrosine kinase inhibitor PHA-665752." Proc Natl
Acad Sci U S A(2006) PMID:16461907

M55 James Bean et al. "MET amplification occurs with or without T790M mutations in EGFR | No.7-8, 7-10, 7-11
mutant lung tumors with acquired resistance to gefitinib or erlotinib." Proc Natl Acad
Sci U SA(2007) PMID:18093943

M 56 Jeffrey A Engelman et al. "MET amplification leads to gefitinib resistance in lung No.7-8, 8-2
cancer by activating ERBB3 signaling." Science(2007) PMID:17463250
W 57 P C Ma et al. "Downstream signalling and specific inhibition of c-MET/HGF pathway No.7-8

in small cell lung cancer: implications for tumour invasion." Br J Cancer(2007)
PMID:17667909

M58 Takafumi Kubo et al. "MET gene amplification or EGFR mutation activate MET in No.7-8
lung cancers untreated with EGFR tyrosine kinase inhibitors." Int J Cancer(2009)
PMID:19117057

M 59 Ultan McDermott et al. "Identification of genotype-correlated sensitivity to selective No.7-8
kinase inhibitors by using high-throughput tumor cell line profiling." Proc Natl Acad
Sci U SA(2007) PMID:18077425

W 60 Darren AE Cross et al. "AZD9291, an irreversible EGFR TKI, overcomes T790M- No.7-12
mediated resistance to EGFR inhibitors in lung cancer." Cancer Discov(2014)
PMID:24893891

Hol Yi-Long Wu et al. "Phase Ib/1l Study of Capmatinib (INC280) Plus Gefitinib After Failure | No.8-1
of Epidermal Growth Factor Receptor (EGFR) Inhibitor Therapy in Patients With EGFR-
Mutated, MET Factor-Dysregulated Non-Small-Cell Lung Cancer." J Clin Oncol(2018)
PMID:30156984

H 62 Trial:jRCT2031210036 No.1-14,1-19

H 63 Trial:jRCT2031230088 No.1-15,1-16, 1-17
H 64 Trial:jRCT2031220663 No.1-18

W65 Trial:jRCT2080225298 No.1-20

66 Trial:jRCT2031210395 No.7-9

{ER B : 2024503806H
16/19 c-cat-findings_20240306_5123456789 LAR—k/N—=3 > :10001.0


https://www.ncbi.nlm.nih.gov/pubmed/?term=25228534
https://www.ncbi.nlm.nih.gov/pubmed/?term=21791641
https://www.ncbi.nlm.nih.gov/pubmed/?term=21030459
https://www.ncbi.nlm.nih.gov/pubmed/?term=18923524
https://www.ncbi.nlm.nih.gov/pubmed/?term=32127466
https://www.ncbi.nlm.nih.gov/pubmed/?term=29108334
https://www.ncbi.nlm.nih.gov/pubmed/?term=30788497
https://www.ncbi.nlm.nih.gov/pubmed/?term=32877583
https://www.ncbi.nlm.nih.gov/pubmed/?term=35445725
https://www.ncbi.nlm.nih.gov/pubmed/?term=20129249
https://www.ncbi.nlm.nih.gov/pubmed/?term=22869872
https://www.ncbi.nlm.nih.gov/pubmed/?term=16461907
https://www.ncbi.nlm.nih.gov/pubmed/?term=18093943
https://www.ncbi.nlm.nih.gov/pubmed/?term=17463250
https://www.ncbi.nlm.nih.gov/pubmed/?term=17667909
https://www.ncbi.nlm.nih.gov/pubmed/?term=19117057
https://www.ncbi.nlm.nih.gov/pubmed/?term=18077425
https://www.ncbi.nlm.nih.gov/pubmed/?term=24893891
https://www.ncbi.nlm.nih.gov/pubmed/?term=30156984
https://jrct.niph.go.jp/latest-detail/jRCT2031210036
https://jrct.niph.go.jp/latest-detail/jRCT2031230088
https://jrct.niph.go.jp/latest-detail/jRCT2031220663
https://jrct.niph.go.jp/latest-detail/jRCT2080225298
https://jrct.niph.go.jp/latest-detail/jRCT2031210395

SAMPLE G360CDx

W67 Target:ALK No.6-11

6ERY 7oz T N—=23Y

C-CAT CKDB 6.2.1

refGene 20191020

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

ToMMo 8.3kjpn-20200831
HAETXZ 2023_07_25
C-CATEERFIDT— 4 DE&EFTH 2023%8H6H
L7 N—=>3Y 2.19

TIETYZALRNILESE

BEMEICETAIIETF Y ALAJLSEE]

B pa
HENAE. BREEEDN DB /FDAERELHZ/HIFS1UEHIN TS, A
HENAE., BENERIEOS VKGR « X 2B EFARMOI oY IADH 3, B

i ATE. ERFEIZFDARSEENH B /MHAE. HETNERIEOSVERRKRRER « X 2@ EMRBO C
AV Y IADHZ/DARBICELS T RIEONTVEBKRHSBRTERENARIATVLS,

PARBICED ST, EFRSE TERMENRIN TV,

BIEEREER (invitroXinvivo) TERAMIAHREINTWLS, E
MHALICEEBE T3 2 epIshTWS,

ZAMMUEADESICEL T, BAZBR THAPIREICLDEESKMUEN) 7Y b THBHHBALTVS, | RL
HRITHEADOBEESICEAL T, MEZXERBE L L TREN H D MEERCEBERT A TRIESNTWS, | R2
ZAIMMEADOBEESICEE L T, RERKRSABRTHEND 7> hEFHMEI TS, R3
Rl_kR*2LiR?%EEtEIV\]/FDAUDE(w%kOL\‘CUDHTITEIl:T/Z’C?'o HMARABICE TR IET Y RDBEIETREZURY (*) HR
e °

(RN DEZEM DIEF]

EPAGRE D HBHARE. ERNEASRELNDH B,
EREGHNE . tHAE. BREASRELH S (EISN).
FDARERE I EHEDPATE. FDAREENLDH B,
FDAE G DA ATE. FDAEEEED H B (EILIL).
ERERRBRT . URPAE. ERERREBRL D B,
paci=| N o109 ¥

AREE-- REEE

O C-CATRERR (UT TXHAZEERI VW3, ) 1d. TFIAN— RIS WVWTERKRBRE & HtE THEREMREN
RITT2EBELFNRIIREERBREEORREEAZRIT T I-HOEEER L L TRETNZHDTYT, RENUSIC
C-CATRERROANBZFIB TR zHEILLETV

O FAPEHBRIF. TFZAN—MNRILVICBITZIHHICETEILS. DAY/ LBEREBE V2 —HDREDQT—ER—I%
AT —2N—X(JAX-CKB™1)FZ AW THRBRLICH#T —IN— 2 BICEEBICT / LBTERICHLT
IR - BRI ZE DT Z1To7cdbDTIH. ZDERICELTUE. RO[UICHRITEFRZHSEVLET,

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

{ER B : 2024503806H
17/19 c-cat-findings_20240306_5123456789 LAR—k/N—=3 > :10001.0



SAMPLE G360CDx

OFRFERRICOVTIF. FERICEWTERREL LTERINLDHDOTIIARC, BRRTIIERRE L L TOIERE
PRIAESNIZDBDTIFHD FEA. TODARABICOVTIE. TFX/N—ENARILICEVWT, #EiGME. 244, BEERY
YO LT, EFRIIHENBD XY,

QOFAERRIZ. BEDEBIOMBENRZRLEL. BRZTTHDOTIIEL. ey HEDEF OIEENRN GV &
EERRPEERADN BV EZRITODTHHD EtA. ELXDOEADFERICEL TE. RIXEFICEOVLWTE4LZDA
BT 3EMDHDICREZIT o T RT LY,

GERPREEERICEAL TRRMIN TV AIBRIZY / LAEERZRIRE L TERABTNTUL AV, BT LHBEEGFICHEITIN
THE5Y. FFABRRICBVWTRETAN SN LERARZBENICIERTE TOLRVARELN DD 9, .
BEINTLIBRKAABRDEBETAICELL TWVWS IR FE A

@ERRFERICOVTIE, FAERBRICEHINTLRVERRECEEZFERRNOERNMFICLDBETADSMTERL
T—RBHEZO5NET, FROAEFICDOVWTIIERKAROEMEBICERIEHE LTV,

OFRFEBRICIHH TN TV B EFO—IF. BRXIIBATERRCERAZRFOERRTHD. KB - T2MH
BILTWLW3HDTRHD FEADT. BLXDEBEIANOEROEBRERARABRNDOBROBIFICOVTIE. ITFR
N— b NRRIUPEREDEZRHETDOD CICHRET L TS T L,

COEZEROADRAPHENMEFIHLEHRINTVEY, ChHERNDEROT7 Y TT—bDEAI VT DEWVIC
FO. FEEBRTRESNTLBERIEF TIIRVAEEDH D 9. BRNADITEHEOHERE L FAERER
DEEHICHEEN HBIHZEICIE. FIEORABTZERL TILTIL,

OFRFAEBROBEICOVTIE, HLDEFBZI>TVWEITH AABN. >XTLHNBIS—NELEZREEDEET
FEEADT, IFAN—=FNRIICEVWTIF. BLEFNARIREERBSECOBAMZHEE T 5 L HIC. BEUS
ICB L TERED H BB EICIFC-CATICREWVWEIEEEFTLS5BEVLET,

@FAERBRIGFREASNCEGCTFNRIBREBRESEICEH TN TLBINI T Y FOAERBERNRE LTWVWET,
OFAERBRIZ. FERBEARFNET IS EGF/\RIIBEBRBRESECELRZ7ILI) LBV IAREEEYDEV
Z)THERE T ZHEDDHEH. X—H—BHRIPELR > TERINBZeHHD FT,
OAFEFBROEBEBER. HA. KK (DNA) | EFEMRERIIZR (T/INEHIREDH) DY —H—MRICiE.
ToMMo. Exome Aggregation Consortium(EXAC). 1000A%"/ L7OS ¥ D7 L IVIBERER%E
ToMMo. ExAC. 1000G& L TRIRLTH D £¥, Exome Aggregation Consortium,
1000AS/ L7AO2 7 b7 LIVBEERBRIER 7S TABIZE T3 7 LIVEEBRERRLTVET,

OARFEBROT—HT—R*LUIF. UTDOEERTC-CATICERINEAICH T 2 EERRZEZRTILTVE T,
EHEREBBC-CATICERINTIIERII6 FERY 7 b7z 7N— 3 VDC-CATERT —F BB IEI L,
s ERABNIUT Y MEE | A—EGFEEREZIFDENE / C-CATICERINI-2ERK (2D ATE)*2
c BATERINY 7Y MEE AP AB TR —ETCTFEEZIF DERIR / C-CATICER I NIc HED ABDOERIE2
c BNARERECFEREES | SZPARCTR—EBGFICEVWTIE T Y ALRIVFBMIEINZER R DEFIER /
C-CATICEBIE I NI HEZN AR DIEGIE2
1 SEEBREZRT TNV 7Y MIAAERBROEBEEBER. HA. KK(DNA) L ELFHEM(DNA). #EERI(DNA)X
JE—HE. SLUEREHRRIZER (T/INEHEREDOH)ICIBEH TNV 7Y R EXRELTVETD,
*2 C-CATICERINT-2MERIE. C-CATICERINT-HZDPABOEARII/NRILICE > THRERRE TS
BELEFOEEREZEZERBET. IRTORREFAHMEZESFLTVWET,
3 I—HN—HREETCTFOHE. BEETCTFOLRE TROBEGFICOVWT. TENETNHABIEGCTFIEEEE.
NABREGCF2EEEEEZRH L7,
QFAEERTIF. UTOEBIIODWTHEREMEDNRITT 3R ECFN\RIIBEERREEARICEOTRAENRE
RELTEDET,
« Tumor Mutational Burden / Blood Tumor Mutational Burden : TMB
+ Microsatellite Status : MSI
+ Loss of Heterozygosity score : LOH

%772 L. FoundationOne CDXDHZAE. BRESHRITOBEGFNRIIBRERBRRESICLOHPREINZ A H O &
THERPEBRTIIAEANRACLTED £,

BARFAERBREBRESAEITOREREE CTIIECTFERESFORTICEENFEETZLHHD Y, TOBBICIIRE
SREITORBEREEDCHZEBEL TEACET L,

@B LF/INRILRED /X% )LEERID FoundationOne Liquid CDXDIFE. RESUHEITOBGF N\RILEEERBEED
Biomarker FindingsiZ(ZTumor FractionDMEAGE&H I N & 3H' FRBERIFC-CATICY A7 LA TUIEBRIREATER & L TRMH
ThAaWd., AEBRTIEABEENRAL L TED XY,

BELF/INRILRE D /N ILEERI D FoundationOne Liquid CDXDIHE. MREKSUAEITOBGCFNRILBEERBEED
OTHER ALTERATIONS & BIOMARKERS IDENTIFIEDIC T# Variants in this gene may be derived from a nontumor source
such as clonal hematopoiesis (CH).1 CEHINTWVWIZEBERIE. A AEER CEEHEROGTHEZRL AB L THE
L. AERERIERLTHD £,

OFFEFRIZ. BLF/N\RILRENEEMRRIZR L AHRERZXR L BWVEEIE. ERERZEHRERE AL
LTHRAEL. AERERMERLTED XY,

OFRFERBRIZ. TFIN-ENRILOBZEERE LTERINLDDTHD . BESADREARIIEEY ZRITIS
CEBELTERSNIEDDOTRS D EHE A

{ER B : 2024503806H
18/19 c-cat-findings_20240306_5123456789 LAR—k/N—=3 > :10001.0



SAMPLE G360CDx

BFE L DHBEIE. BEICNT3+RRHBEEIT o LT, ELAOEBEZEEEY T IEMOSERVHIRICEIWVWTITS
HDTHDH. C-CATHREICET 2L ER. BEANDHBIZODWTETEZESHDTIEHD FHA.

Mk

ERZ B : 20245035068
19/19 c-cat-findings_20240306_5123456789 LAR—k/N—=3 > :10001.0





