
Oct 24th (Japan), 2023

ESMO Highlights 2023
DAIICHI SANKYO CO., LTD.



Management strategies and plans, financial forecasts, future projections and policies, and R&D information that Daiichi Sankyo discloses in 
this material are all classified as Daiichi Sankyo’s future prospects.  These forward looking statements were determined by Daiichi Sankyo 
based on information obtained as of today with certain assumptions, premises and future forecasts, and thus, there are various inherent risks 
as well as uncertainties involved.  As such, please note that actual results of Daiichi Sankyo may diverge materially from Daiichi Sankyo’s 
outlook or the content of this material.  Furthermore, there is no assurance that any forward-looking statements in this material will be 
realized.  Regardless of the actual results or facts, Daiichi Sankyo is not obliged and does not have in its policy the duty to update the content 
of this material from the date of this material onward.

Some of the compounds under discussion are investigational agents and are not approved by the FDA or any other regulatory agency
worldwide as a treatment for indications under investigation. Efficacy and safety have not been established in areas under investigation. There 
are no guarantee that these compounds will become commercially available in indications under investigation.

Daiichi Sankyo takes reasonable care to ensure the accuracy of the content of this material, but shall not be obliged to guarantee the absolute 
accuracy, appropriateness, completeness and feasibility, etc. of the information described in this material.  Furthermore, any information 
regarding companies, organizations or any other matters outside the Daiichi Sankyo Group that is described within this material has been 
compiled or cited using publicly available information or other information, and Daiichi Sankyo has not performed in-house inspection of the 
accuracy, appropriateness, completeness and feasibility, etc. of such information, and does not guarantee the accuracy thereof.

The information described in this material may be changed hereafter without notice.  Accordingly, this material or the information described 
herein should be used at your own judgment, together with any other information you may otherwise obtain.

This material does not constitute a solicitation of application to acquire or an offer to sell any security in the United States, Japan or elsewhere.

This material disclosed here is for reference purposes only.  Final investment decisions should be made at your own discretion.

Daiichi Sankyo assumes no responsibility for any damages resulting from the use of this material or its content, including without limitation 
damages related to the use of erroneous information.
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Agenda

ESMO presentations
 TROPION-Lung01 study TLR
 TROPION-Lung05 Ph2 study results
 TROPION-Breast01 study TLR
 BEGONIA study longer follow-up data
 DESTINY-PanTumor02 primary analysis data
 DS-6000 Ph1 study OVC subgroup analysis data
 DS-7300 Ph1/2 study updated data (extract)

Q&A

1

2

3

Ken Takeshita
Head of Global R&D 

Mark Rutstein
Head of Global 

Oncology Clinical Development

Speakers

Content will be delivered on-demand after the meeting
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aEqual contribution as first author. bIndicates presenting author. 

Datopotamab deruxtecan (Dato-DXd) vs docetaxel in previously 
treated advanced/metastatic (adv/met) non-small cell lung cancer 
(NSCLC): Results of the randomized phase 3 study TROPION-Lung01
Myung-Ju Ahn,1,a Aaron Lisberg,2,a,b Luis Paz-Ares,3 Robin Cornelissen,4 Nicolas Girard,5 Elvire Pons-Tostivint,6 David Vicente Baz,7 Shunichi Sugawara,8 Manuel Angel Cobo,9
Maurice Pérol,10 Céline Mascaux,11 Elena Poddubskaya,12 Satoru Kitazono,13

Hidetoshi Hayashi,14 Jacob Sands,15 Richard Hall,16 Yong Zhang,17 Hong Zebger-Gong,18 Deise Uema,17 Isamu Okamoto19

1Samsung Medical Center, Sungkyunkwan University School of Medicine, Seoul, South Korea; 2David Geffen School of Medicine at UCLA, Los Angeles, CA, USA; 3Hospital Universitario 12 de Octubre, CNIO-H12O Lung Cancer Unit, 
Universidad Complutense & CiberOnc, Madrid, Spain; 4Erasmus MC Cancer Institute, Rotterdam, The Netherlands; 5Institut Curie, Paris, France; 6Centre Hospitalier Universitaire de Nantes, Nantes, France; 7Hospital Universitario 
Virgen Macarena, Seville, Spain; 8Sendai Kousei Hospital, Sendai, Japan; 9FEA Oncología Médica, Medical Oncology Intercenter Unit, Regional and Virgen de la Victoria University Hospitals, IBIMA, Málaga, Spain; 10Centre Léon 
Bérard, Lyon, France; 11Hôpitaux Universitaires de Strasbourg (CHRU), Strasbourg, France; 12Vitamed LLC, Moscow, Russia; 13The Cancer Institute Hospital of JFCR, Tokyo, Japan; 14Kindai University, Osaka, Japan; 15Dana-Farber 
Cancer Institute, Boston, MA, USA; 16University of Virginia Health System, Charlottesville, VA, USA; 17Daiichi Sankyo, Inc, Basking Ridge, NJ, USA; 18Daiichi Sankyo Europe GmbH, Munich, Germany; 19Kyushu University Hospital, 
Fukuoka, Japan
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TROPION-Lung05: Datopotamab deruxtecan (Dato-DXd) in previously 
treated non-small cell lung cancer with actionable genomic alterations

Luis Paz-Ares,1 Myung-Ju Ahn,2 Aaron Lisberg,3 Satoru Kitazono,4 Byoung Chul Cho,5 George Blumenschein Jr,6 Elaine Shum, 7 Elvire Pons Tostivint,8 Yasushi Goto,9 Kiyotaka
Yoh,10 Rebecca Heist,11 Paul Baas,12 David Planchard,13 Maurice Pérol,14 Enriqueta Felip,15 Wu-Chou Su,16 Hong Zebger-Gong,17 Lan Lan,18 Chelsea Liu,18 Jacob Sands19

1Hospital Universitario 12 de Octubre, Madrid, Spain; 2Samsung Medical Center, Seoul, South Korea; 3David Geffen School of Medicine at UCLA, Los Angeles, CA, USA; 4The Cancer Institute Hospital of JFCR, Tokyo, Japan; 
5Severance Hospital, Seoul, South Korea; 6The University of Texas MD Anderson Cancer Center, Houston, TX, USA; 7NYU Langone Health Perlmutter Cancer Center, New York, NY, USA; 8University Hospital of Nantes, Nantes, 
France; 9National Cancer Center Hospital, Tokyo, Japan; 10National Cancer Center Hospital East, Kashiwa, Japan; 11Massachusetts General Hospital Cancer Center, Boston, MA, USA; 12The Netherlands Cancer Institute, Amsterdam, 
the Netherlands; 13Gustave Rouss, Villejuif, France; 14Centre Léon Bérard, Lyon, France; 15Vall d’Hebron University Hospital and Vall d’Hebron Institute of Oncology, Barcelona, Spain; 16National Cheng Kung University Hospital, 
Tainan, Taiwan; 17Daiichi Sankyo Europe GmbH, Munich, Germany; 18Daiichi Sankyo, Inc, Basking Ridge, NJ, USA; 19Dana-Farber Cancer Institute, Boston, MA, USA
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Datopotamab deruxtecan (Dato-DXd) vs chemotherapy in previously-
treated inoperable or metastatic hormone receptor-positive, HER2-
negative (HR+/HER2–) breast cancer: 
Primary results from the randomised Phase 3 TROPION-Breast01 trial
Aditya Bardia,1 Komal Jhaveri,2 Seock-Ah Im,3 Sonia Pernas,4 Michelino De Laurentiis,5 Shusen Wang,6 Noelia Martínez Jañez,7 Giuliano Borges,8
David W. Cescon,9 Masaya Hattori,10 Yen-Shen Lu,11 Erika Hamilton,12 Qingyuan Zhang,13 Junji Tsurutani,14 Kevin Kalinsky,15 Lu Xu,16 Neelima
Denduluri,17 Hope S. Rugo,18 Binghe Xu,19* Barbara Pistilli20*

*Contributed equally
1Massachusetts General Hospital Cancer Center, Boston, MA, USA; 2Memorial Sloan Kettering Cancer Center, New York, NY, USA, and Weill Cornell Medical College, New York, NY, USA; 
3Seoul National University Hospital, Cancer Research Institute, Seoul National University College of Medicine, Seoul National University, Seoul, Republic of Korea; 4Institut Català d'Oncologia, 
IDIBELL, L’Hospitalet, Barcelona, Spain; 5Istituto Nazionale Tumori Napoli IRCCS "Fondazione Pascale", Napoli, Italy; 6Cancer Center of Sun Yet-sen University, Guangzhou, China; 7Ramón y 
Cajal University Hospital, Instituto Ramón y Cajal de Investigación Sanitaria (IRYCIS), Madrid, Spain; 8Catarina Pesquisa Clínica, Santa Catarina, Brazil; 9Princess Margaret Cancer Centre/UHN, 
Toronto, ON, Canada; 10Aichi Cancer Center, Nagoya, Japan; 11National Taiwan University Hospital, National Taiwan University College of Medicine, Taipei, Taiwan; 12Sarah Cannon Research 
Institute / Tennessee Oncology, Nashville, TN, USA; 13Harbin Medical University Cancer Hospital, Harbin, China; 14Showa University Hospital, Tokyo, Japan; 15Winship Cancer Institute at Emory 
University, Atlanta, GA, USA; 16AstraZeneca, New York, NY, USA; 17AstraZeneca, Arlington, VA, USA; 18University of California San Francisco Comprehensive Cancer Center, San Francisco, 
CA, USA; 19National Cancer Center / National Clinical Research Center for Cancer / Cancer Hospital, Chinese Academy of Medical Sciences and Peking Union Medical College, Beijing, China; 
20Gustave Roussy Cancer Center, Villejuif, France
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Datopotamab Deruxtecan (Dato-DXd) + Durvalumab (D) as 
First-Line (1L) Treatment for Unresectable Locally 
Advanced/Metastatic Triple-Negative Breast Cancer (a/mTNBC)

Professor Peter Schmid, FRCP, MD, PhD
Barts Cancer Institute, Queen Mary University of London, London, UK

Updated Results From BEGONIA, a Phase 1b/2 Study

P. J. Wysocki,1 C. X. Ma,2 Y. H. Park,3 R. Fernandes,4 S. Lord,5 R. D. Baird,6 C. Prady,7 K. H. Jung,8 J. Asselah,9

R. Huisden,10 R. Stewart,10 K. Heider,10 P. Vukovic,10 N. Denduluri,11 Z. Nowecki12

1Jagiellonian University Medical College, Krakow, Poland; 2Washington University School of Medicine, St. Louis, MO, USA; 
3Samsung Medical Center, Sungkyunkwan University School of Medicine, Seoul, Korea; 4Schulich School of Medicine & Dentistry, Western University, London Health Sciences Centre, London, Ontario, Canada; 5University of Oxford, Oxford, UK; 6Cancer 
Research UK Cambridge Centre, Cambridge, UK; 7Sherbrooke University, Centre intégré de cancérologie de la Montérégie, CISSS Montérégie Centre, Greenfield Park, Quebec, Canada; 8Asan Medical Center - University of Ulsan, College of Medicine, 
Seoul, Korea; 9McGill University Health Centre, Montreal, Quèbec, Canada; 10AstraZeneca, Cambridge, UK; 11AstraZeneca, Gaithersburg, MD, USA; 12Maria Skłodowska-Curie National Research Institute of Oncology, Warsaw, Poland
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Trastuzumab deruxtecan (T-DXd) for pretreated patients 
withHER2-expressing solid tumors:
primary analysis from the DESTINY-PanTumor02 (DP-02) study

Funda Meric-Bernstam, MD;a Vicky Makker; Ana Oaknin; Do-Youn Oh; Susana Banerjee; Antonio González-Martín; Kyung Hae Jung; Iwona Ługowska; Luis Manso; 
Aránzazu Manzano; Bohuslav Melichar; Salvatore Siena; Daniil Stroyakovskiy; Anitra Fielding; Yan Ma; Soham Puvvada; Jung-Yun Lee

On behalf of the DESTINY-PanTumor02 investigators
aUniversity of Texas MD Anderson Cancer Center, Houston, TX, USA
October 23, 2023 | 16:40–16:45 CEST
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Raludotatug deruxtecan (R-DXd; DS-6000) monotherapy in patients 
with previously treated ovarian cancer (OVC): subgroup analysis of 
a first-in-human Phase 1 study

1Oklahoma University, Oklahoma City, OK, USA; 2Sarah Cannon Research Institute, Nashville, TN, USA; 3Florida Cancer Specialists, Lake Mary, FL, USA; 4National Cancer Center Hospital East, Kashiwa, Japan; 5Vanderbilt-
Ingram Cancer Center, Nashville, TN, USA; 6National Cancer Center Hospital, Tokyo, Japan; 7Japanese Foundation for Cancer Research, Tokyo, Japan; 8Tennessee Oncology, PLLC, Nashville, TN, USA; 9Daiichi Sankyo, Inc., 
Basking Ridge, NJ, USA; 10Daiichi Sankyo, Inc., Rueil-Malmaison, France.

Kathleen Moore,1,2 Alexander Philipovskiy,2,3 Kenichi Harano,4 Brian Rini,5 Kazuki Sudo,6 Shigehisa Kitano,7 David R. Spigel,2,8 Jie Lin,9 Madan G. Kundu,9 Amine 
Bensmaine,10 Yusuke Myobatake,9 Erika Hamilton2,8
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Ifinatamab Deruxtecan (I-DXd; DS-7300) in patients with advanced solid
tumors: Updated clinical and biomarker results from a phase 1/2 study

1Florida Cancer Specialists and Research Institute, Sarasota, FL, USA; 2Sarah Cannon Research Institute, Nashville, TN, USA; 3National Cancer Center Hospital East, Chiba, Japan; 4National Cancer Center Hospital, Tokyo, 
Japan; 5Sarah Cannon Research Institute at HealthONE, Denver, CO, USA; 6Memorial Sloan Kettering Cancer Center, New York, NY, USA;
7The University of Texas MD Anderson Cancer Center, Houston, TX, USA; 8John Theurer Cancer Center, Hackensack University Medical Center, Hackensack, NJ, USA; 9Dana-Farber Cancer Institute, Boston, MA, USA; 10Henry
Ford Health System, Detroit, MI, USA; 11Osaka University Hospital, Osaka, Japan; 12Daiichi Sankyo, Inc., Basking Ridge, NJ, USA

Manish R. Patel,1,2 ToshihikoDoi,3 Takafumi Koyama,4 Gerald S. Falchook,5 Claire Friedman,6 Sarina A. Piha-Paul,7 Martin Gutierrez,8 Mark Awad,9 Ahmad Mattour,10 Taroh Satoh,11

Naoko Okamoto,12 Jasmeet Singh,12 Naoto Yoshizuka,12 Meng Qian,12 Xiaozhong Qian,12 Brittany P.Tran,12 Ololade Dosunmu,2 Pengcheng Lu,2 Melissa L. Johnson2

A few data from poster presentation 
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Efficacy Analysis in Select Tumor Types (≥4.8 mg/kg cohort)

• In the ≥4.8 mg/kg population, the confirmed ORR was 27.3%
(38/139; 95% CI: 20.1%–35.5%)

•ORRs in the tumor types selected in this analysis were as follows:
–SCLC: 11/21 (52%) patients achieved a PR (n=10) or CR (n=1)
–ESCC: 6/28 (21%) patients achieved a PR

See next slide for mCRPC and sqNSCLC



62

Efficacy Analysis in Select Tumor Types (≥4.8 mg/kg cohort)

•The sqNSCLC expansion cohort was the latest expansion cohort to
open and is ongoing, hence the relatively short duration of follow-up

•ORRs in the tumor types selected in this analysis were as follows:
–mCRPC: 15/59 (25%) patients achieved a PR
–sqNSCLC: 4/13 (31%) patients achieved a PR



Most Common (>15% of Study Total) TEAEs, Regardless of Causality
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•No new safety signals were observed; the
safety profile was consistent with previous
reports

•The most common TEAEs associated with
drug discontinuation were pneumonitis (n=3)
and ILD (n=2)

•The most common (≥3%) Grade ≥3 TEAEs
were anemia (19.0%), neutropenia (4.0%),
and nausea and lymphocyte count
decreased (3.4% each)

•Overall, 10/174 patients (5.7%) had confirmed
ILD that was adjudicated as drug- related; 5
of these cases led to drug discontinuation.
Most cases of ILD were Grade 1 or 2 (n=8);
one Grade 4 ILD occurred in the 12 mg/kg
cohort, and one Grade 5 ILD occurred in the
16 mg/kg cohort

aAdverse events were coded using MedDRA, version 25.1. bIncludes patients with SCLC, ESCC, mCRPC, sqNSCLC and other tumor types.
cProphylactic premedication for nausea, vomiting, and IRR was not permitted for primary prophylaxis during Cycle 1 of dose escalation.
dFor Grade 2 IRRs, prophylactic medication (with or without corticosteroids) was administered for ≤24 hours at the discretion of the investigator before subsequent administration of I-DXd.
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Head of Global R&D 
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Head of Global 
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Contact address regarding this material

Daiichi Sankyo Co., Ltd.
Corporate Communications Department

TEL: +81-3-6225-1125
Email: DaiichiSankyoIR@daiichisankyo.co.jp

mailto:DaiichiSankyoIR@daiichisankyo.co.jp

