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Forward-Looking Statements
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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.

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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DS-8201 Strategic Collaboration Overview

Our Collaborator:
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Collaboration Overview

 Joint development and commercialization

for HER2 targeting Antibody Drug Conjugate 

DS-8201

Region

Global

Period

From signing through 

commercial life of      

DS-8201

Governance

 Development and commercialization strategies 

are planned and implemented based on 
• Joint executive committee, and

• Functionally-aligned committees including 

development, commercialization, medical affairs, 

supply chain, and finance



DS-8201 Strategic Collaboration Overview
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Commercialization

 Global (excluding Japan): 

Both companies will jointly 

commercialize and share profits

 Japan:

Daiichi Sankyo will commercialize 

on a stand-alone basis and pay 

royalties to AstraZeneca

Sales booking by region
• Daiichi Sankyo:

Japan, US, certain countries in Europe, 

and certain other markets where Daiichi 

Sankyo has affiliates

• AstraZeneca:

All other markets worldwide, including 

China, Australia, Canada and Russia

Manufacturing & Supply

 Daiichi Sankyo manufactures and supplies DS-8201

Development

 Joint development as 

monotherapy and combination 

therapy for HER2 expressing 

cancers including

 Equally share development costs 

and efforts 

 Daiichi Sankyo will continue 

development of combination 

therapy that are currently being 

investigated

Breast LungGastric Colorectal



Financial Terms of DS-8201 Collaboration
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Upfront payment

$1.35 billion

(¥148.5 billion)

Regulatory and 

other contingencies

(max) 

$3.80 billion

(¥418.0 billion)

Sales-related 

milestones

(max)

$1.75 billion

(¥192.5 billion)

• Half upon contract 

execution and balance 

received one year post-

contract execution

• Deferred and will be 

booked as revenue over 

multiple fiscal years 

considering the 

exclusivity period

• Regulatory milestone will 

be received at the time 

of approval for each 

cancer type and 

indication

• Deferred and will be 

booked as revenue over 

multiple fiscal years 

considering the 

exclusivity period

• Will be booked in 

revenue in the year of 

achievement

Up to $6.9 billion (¥759.0 billion) in total
(US$1=¥110)
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Significance of the Collaboration

 Accelerate DS-8201 development & commercialization  

to reach more patients earlier

 Accelerate the establishment of Daiichi Sankyo’s global 

oncology infrastructure

 Expand resource allocation for other ADC programs 

following DS-8201 
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Accelerate DS-8201 Commercialization & Development
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Early market penetration
Cancer types and indications currently under development

 Accelerating market penetration in 

U.S. and Europe
Accelerate the pace of sales uptake 

 Early launch in other markets other 

than Japan, U.S and Europe 
Accelerate sales by advancing launch in countries 

where AstraZeneca has extensive development 

experience and commercial structure (e.g., China)

Accelerate and expand 

development 
Cancer types and indications for future 

development

 Advancing development 

plans
Early contribution to sales by 

accelerating development of new 

indications

 Further expansion of cancer 

types and indications
Increase sales by expanding cancer 

types and indications targeted for 

development

Reach more patients earlier



Early Market Penetration through Collaboration 
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Collaborator has extensive 

expertise
 Global cancer revenue (FY2018): 

$6 billion (29% of total revenue)

 Global commercial infrastructure with 

operations in over 70 countries
(including Canada, Eastern Europe, Northern 

Europe, Oceania, Russia and CIS, Africa and

Latin America)

 Market access (customer engagement with 

payers and oncology specialists), 

Medical Affairs

FY2018

By Geographic Region

Revenue Composition

(Oncology)

■ U.S.

$2.4 billion [40%]

■ Emerging countries 

(China, Brazil, etc.)

$1.5 billion [25%]

■ Other

(Japan, Canada, etc.)

$1.0 billion [17%]

■ Europe

$1.1 billion [17%]

Source: AstraZeneca Annual Report 2018

 Accelerating market penetration in U.S. and Europe
for cancer types and indications currently under development

 Early launch in other markets other than Japan, U.S and Europe



Accelerate and Expand Development through Collaboration 
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 Breast Cancer: Over the past 

40 years, developed innovative 

and important drugs

 Lung Cancer: Hold state-of-the-

art approved drugs and pipeline 

agents

Source: AstraZeneca Annual Report 2018

 Advancing development plans
by accelerating development of new indications

 Further expansion of cancer types and indications

Breast

 83 oncology development 

projects ongoing

as of December 31, 2018

• 25 Ph 1

• 20 Ph 2

• 13 Ph 3 / Pivotal Ph 2 / 

Registration

• 25 LCM

 Extensive development and 

registration experience in global

including emerging countries

Aromatase inhibitorAntiestrogenPARP inhibitor

EGFR tyrosine 

kinase inhibitor

Tyrosine kinase 

inhibitor

Genetically recombinant 

PD-L1 antibody

Lung

GnRH antagonist SERM



Building DS-8201 in Breast Cancer and Beyond
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HER2 Low 

Breast

HR+:  Endocrine ± chemo Endocrine ± CDK4/6i Post CDK4/6i

HR-:  Chemotherapy Replace 1L Chemo

Neoadjuvant / adjuvant 1L metastatic 2L metastatic 3L metastatic

Beyond 

Breast
Gastric, NSCLC, CRC and others

HER2+ 

Breast

Post 

neoadjuvant:

Replace T-DM1
Replace trastuzumab

+ pertuzumab

+ chemo retreatment

Replace T-DM1 Post T-DM1

trastuzumab + pertuzumab + chemo



Maximize the Product Value of DS-8201
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Expansion of DS-8201 revenue (illustrative image)

Daiichi Sankyo will increase value through upfront payments, 

milestone payments and expanded revenue achieved by the 

collaboration comparing to the stand-alone case

単独開発・販売の売上

Cancer types and 

indications currently 

under development

Accelerating 

market penetration 

in U.S. and Europe

Early launch in 

markets 

other than Japan, 

U.S. and Europe

Cancer types and indications for 

future development

Advancing development plans

Further expansion of cancer 

types and indications

Revenue without collaboration

(stand-alone case)

Revenue

Time

Expand revenue

by the collaboration



Accelerate the establishment of in-house oncology 

business structure in global oncology market

Accelerate Establishment of DS Global Oncology Infrastructure

 With AstraZeneca’s experience and resources in global oncology, we 

jointly formulate and implement strategies for development, regulatory 

affairs, sales, marketing and medical affairs, allocating roles and 

responsibilities across both organizations

 DS accelerates the build and enhancement of in-house oncology business 

structure through this alliance

 We maximize the product value for subsequent in-house oncology 

products
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Opportunities for 

strategic collaborations

with excellent 

collaborator

Accelerate building of 

in-house oncology 

business structure

Maximize product 

value for subsequent 

in-house oncology 

products



Project

(Targeted 

antigen)

Potential indications Research Preclinical Phase 1 Pivotal study

1
DS-8201

(HER2)

Breast, Gastric, Colorectal, 

Non-small cell lung cancer

2
U3-1402

(HER3)

Breast cancer

Non-small cell lung cancer

3
DS-1062

(TROP2)
Non-small cell lung cancer

4
DS-7300

(B7-H3)
Solid tumor

5
DS-6157

(GPR20)

GIST (gastrointestinal 

stromal tumors)

6
DS-6000
(Non-

disclosure)

Kidney cancer

Ovarian cancer

7
(TA-MUC1)

Solid tumor

Expand Resource Allocation for Other ADC Programs
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ADC franchise Clinical phase

(As of March 2019)

Accelerate development by allocating R&D expense and human 

resources that had been concentrated in DS-8201 to other ADC 

projects

Accelerating 

pipeline value 

through 

efficient

allocation &

management 

of resources



Summary

 Daiichi Sankyo will deliver DS-8201 to more cancer patients 

earlier by penetrating the market more effectively, accelerating

and expanding development through this collaboration

 Daiichi Sankyo will increase value through upfront payments, 

milestone payments and expanded revenue achieved by the 

collaboration comparing to the stand-alone case

 Daiichi Sankyo accelerates the establishment of in-house 

oncology business structure in global markets

 By allocating resources that had been concentrated in DS-8201 to 

other projects, we accelerate development of other internal assets
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DS-8201:

Acceleration of BLA Submission in U.S.
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DS-8201: Acceleration of BLA Submission in U.S.
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Confirm plans to accelerate BLA submission to 

U.S. FDA DS-8201 in HER2 positive metastatic 

breast cancer post T-DM1

BLA Submission 

2020

Original Plan

BLA Submission 

FY2019 H1

Acceleration

 Data from pivotal Ph 2 study to form basis of BLA

submission will be presented at upcoming medical meeting

 Final determination of exact timing of the BLA submission will be based 

on the outcome of a pre-BLA meeting with the FDA



Contact address regarding this material

Daiichi Sankyo Co., Ltd.

Corporate Communications Department

TEL: +81-3-6225-1126

Email: DaiichiSankyoIR@daiichisankyo.co.jp

mailto:DaiichiSankyoIR@daiichisankyo.co.jp

