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Cautionary Statement Regarding Forward-Looking Information

This presentation material is an English translation of a Japanese presentation material 
delivered on December 10th, 2014. If there is a discrepancy between any English 
translation of the presentation materials and original (Japanese) presentation material, 
the original (Japanese) presentation material shall prevail.

This material includes forward-looking statements based on assumptions and beliefs in 
light of the information currently available to management and subject to significant risks 
and uncertainties. 

Actual financial results may differ materially depending on a number of factors including 
adverse economic conditions, currency exchange rate fluctuations, adverse legislative and 
regulatory developments, delays in new product launch, pricing and product initiatives of 
competitors, the inability of the company to market existing and new products effectively, 
interruptions in production, infringements of the company’s intellectual property rights and 
the adverse outcome of material litigation.

This material contains information on pharmaceuticals (including compounds under 
development), but this information is not intended to make any representations or 
advertisements regarding the efficacy or effectiveness of these preparations, promote 
unapproved uses in any fashion nor provide medical advice of any kind. 
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Agenda

 External Environment and Astellas Business

 Initiatives to Build Resilience for Sustainable 
Growth

 Topics

 New Challenge
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Trend of Pharma Industry

No changes in the trend, although accelerated

Promoting generic use

Mandatory price cutting

 Increased social security costs

Stricter safety review and PMS
Necessity of differentiation from existing 

treatments
 Improved satisfaction level in treatment of 

chronic disease

Cost containment measures
Challenges in development and 
commercialization

JP “Transparency Guideline” (published from 2013)

US “Sunshine Act” (published from 2014)

EFPIA “ Disclosure Codes” (expected in 2016)

EMEA “Policy on Publication of Clinical Data” 
(published from 2014)

ID Medical Products (EU)

Drug Supply Chain Security Act (US)

Secure Transparency 
and Trust



5

Pharmaceutical Market Forecast

Environment of NME Market

Regulatory Moves for Innovation

NME Development and Treatment Satisfaction (Jun, 2010)

Number of Approved NMEs

Source: HS Foundation and public information
Treatment Satisfaction

C
o
n
tr
ib

u
ti
o
n
 o

f 
N
M

E
s

 Additional pricing for leading registration
 Leading examination system

Other 
Countries  Orphan drug designation
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NME CAGR 13-20 +5.0%
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Recent Initiatives in Pharma Industry

Consumer Healthcare Business

CV Collaboration

Animal Health Business

Withdraw Acquisition

JV Consumer 
Healthcare

Acquisition

Oncology Portfolio/
Vaccine Business Exchange

Acquisition

Ophthalmology Products

Acquisition Offer

Acquisition

Termination of Transaction for Acquisition 

Acquisition

Established Pharmaceutical 
Business (Developed market)
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新薬ビジネス

Concentrate Management Resources on 
Innovative Drug Business

Current ＧＣＬ Third ＧＣＬ

Global Category Leader （ＧＣＬ）

Focus Therapeutic Area in Research

Focus Therapeutic Area in Research and GCL Model

Neuroscience

DM Complications 
& Kidney Diseases

Immunology & 
Infectious Diseases

OncologyTransplantationUrology
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Astellas Evolution

2005

2006

2007

2008

2009

2010

2011

2012

2013

2014

Licensing-in Oncology Pipeline
 XTANDI, etc.

Entry to 
Oncology

Precision Medicine/
Translational Science Approach

Utilizing External Resources
 Multi Track R&D

Investment in Antibody
 Agensys Acquisition

Concentration of Operating Resources
 Divestiture of OTC Business, etc.

Optimization of Production Sites (19→11)
 Divestiture of 3 Plants in Europe, etc.

Established Platform of Oncology 
Business in US

 OSI Acquisition （Acquired Tarceva）

Amgen Astellas 
BioPharma K.K.

Reshaping Research 
Framework
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Agenda

 External Environment and Astellas Business

 Initiatives to Build Resilience for Sustainable 
Growth

 Topics

 New Challenge
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Optimize Resource Allocation and Utilize External 
Resources
Business process outsourcing to Accenture (operations 

transferred by September)
Medical Information moved directly under the CEO to 

enhance the cooperation with internal medical-related 
functions and increase transparency

Reorganized sales offices

Extension of Growth Drivers

Maximize OAB franchise (Vesicare and Mirabegron)

Enhance oncology franchise (XTANDI sales growth, 
additional indication)

R&D Reshaping

Develop new therapeutic areas and novel technology 
platform

Designated 2nd FAST TRACK
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Recent Initiatives to Strategic Priority

Maximize 
Value of 

New 
Products

Maximize 
Value of 

New 
Products

Enhance 
Innovation
Enhance 

Innovation

（億円）
主力製品と新製品群の成長Resiliently Respond to Changing Environments and Aim for 

Sustainable Growth

Pursue 
Operational 
Excellence

Pursue 
Operational 
Excellence
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Extension of Growth Drivers

Maximize OAB Franchise

Enhance Oncology 
Franchise

Launched Countries Mirabegron: 27 XTANDI: 26
As of end of October, 2014

Maximize Value of 
New Products

FY2014

Vesicare

Mirabegron

Eligard

Tarceva

XTANDI

Gonax

FY2012：J-GAAP
FY2013, FY2014：IFRS

FY2013

（Billion YEN）
36.6 44.7

15.0
18.3

12.2

54.6

0.7

2.5

FY2012 FY2014
Revised Forecasts

110.0 
133.8 129.9 

6.9 

28.2 52.4 

FY2013 FY014
Revised Forecasts
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Leverage External Innovation

Innovation outside Astellas｜ Biotech,  VC,  Academia,  CRO,  KOL,  etc

Innovation Management

Seek world class cutting-edge innovationBest Science

Best Talent   

Best Place    

Bring together leading talent from Astellas, 
biotech and academia, etc. around the world

Use the most suitable Astellas research facility 
or a third party regardless of location 

Business Development

POCFIMCandidate Pivotal LaunchNDATarget

Search, Evaluate, Negotiate

FIM: First in man
POC: Proof of concept
NDA: New drug application

VC: Venture capital
CRO: Clinical research organization

Enhance Innovation
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Advance Best Science, Best Talent, Best Place 
with Network Research System

Ambrex
(US San Diego)

Next generation ADC

Cytokinetics
(US San Francisco)

Skeletal muscle diseases

ClearPath
(US Maryland)

RSV (Respiratory 
syncytial virus) vaccine

Lieber Institute for 
Brain Development

(US Maryland)
Novel CNS drug

Daiichi Sankyo
(Tokyo)

Compound library sharing

(Tsukuba)
Regenerative Medicine Unit

Immuno-Biological 
Laboratories (Gunma)
Transgenic silkworms

Human Fibrinogen

Develop New Therapeutic Areas and 
Novel Technology Platform

Cancer Research ＵＫ/
Cancer Research Technology
(UK London)
Anti-cancer agent

Harvard Medical 
School(US Boston)
Retinitis pigmentosa

Enhance Innovation

Proteostasis
（US Cambridge）

Therapy modulating 
unfolded protein 

response

Mitokyne
(US Boston)
Mitochondria-

related diseases

Dana-Farber Cancer 
Institute(US Boston) 
Anti-cancer agent
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Accelerate R&D Project

1st PJ：ASP2215
Designated 2nd PJ

FAST
TRACK

Network 
Research 
System

Input resources 
intensively

Fastest POC

Utilize external 
resources

P

O

C

L

H

NEW
STANDARD 

TRACK

Ex. 
TRACK

A

U

N

C

Enhance Innovation
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Extension of Growth Drivers

Maximize OAB franchise (Vesicare and Mirabegron)

Enhance oncology franchise (XTANDI sales growth, 
additional indication)

R&D Reshaping

Develop new therapeutic areas and novel technology 
platform

Designated 2nd FAST TRACK
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Recent Initiatives to Strategic Priority

Maximize 
Value of 

New 
Products

Maximize 
Value of 

New 
Products

Enhance 
Innovation
Enhance 

Innovation

（億円）
主力製品と新製品群の成長Resiliently Respond to Changing Environments and Aim for 

Sustainable Growth

Pursue 
Operational 
Excellence

Pursue 
Operational 
Excellence
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Optimize Resource Allocation and Utilize External 
Resources
Business process outsourcing to Accenture (operations 

transferred by September)
Medical Information moved directly under the CEO to 

enhance the cooperation with internal medical-related 
functions and increase transparency

Reorganized sales offices
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Reorganization of Sales Offices

The Strategy in Japan we are implementing 
varies greatly from area to area because the 

circumstances of health provisions vary
(6th Amendment to the Medical Care Act, Effective April 2014)

Source:
“Vision of the Direction that Should be Taken in Japanese Health Service 
Reform”
Presentation by Professor  Tai Takahashi for the Fiscal  System Council
October 16, 2013

Increased importance of 
strategic solutions tailored to 

specific areas and facilities↑

 Difference of generic erosion 
speed

 Market variation from changes in 
product structure

 Disparities in market share 

etc.

Reorganize Sales Office Structure to Optimize 
Planning and Execution of Area Strategy

Pursue Operational
Excellence
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Agenda

 External Environment and Astellas Business

 Initiatives to Build Resilience for Sustainable 
Growth

 Topics

 New Challenge
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57.0%

Approx. 96.0 bn YEN (+36% YonY)
＊Others：
Total sales of affiliates in countries of 
IMS pharma emerging definition;
Brazil, India, Turkey, Thailand, Vietnam, 
Indonesia, Poland, Romania and South 
Africa (excluding China and Russia)

(Local currency basis)

(Local currency basis)

FY2011
FY2012

Sales in emerging markets 

＋13％

＋12％

+11% YoY
excluding forex 
impact

FY2013

Vietnam
Rep Office 

(2014)

Astellas Singapore 
(2013)

EMEA HQ (London)

J-GAAP

 Enhancing sales platforms mainly in China and Russia

 Establishing sales network with own product portfolio

 Considering characteristics and environmental 
changes of the respective markets

 Building business that can deliver consistent profits

Business Strategy in Growth Markets

Astellas MENA/SSA 
in Dubai (2014)

MENA/SSA：
Middle-East, North Africa 
and Sub-Saharan Africa

Americas HQ (Chicago)

Global HQ (Tokyo)

EMEA：
Europe, Middle East and Africa

Russia

China

*OthersApprox. 
71.0 bn YEN

Approx. 
57.0 bn YEN
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Established Astellas MENA/SSA

Astellas Sales and 
Marketing Operations

Astellas MENA/SSA
territory

Covering the Middle-East, North 
Africa and Sub-Saharan Africa 
(MENA-SSA)

Starting with more than 20 
employees

Establishing own sales network 
with own product portfolio
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Capital Strategy

Dividends per share (YEN)
FY2013 FY2014

Actual* Initial 
forecast

Actual Revised 
forecast

Interim 13 14 14 -

Year-end 14 15 - 16

Annual Total 27 29 - 30

Profit Distribution Policy
 Top priority on investment for growth of Rx business
 Dividends to be increased continuously based on mid- and long-term growth
 Share buybacks to be implemented in a flexible manner

＊Restated in consideration of 5-for-1 stock split on April 1, 
2014 for convenience purpose

Shareholders

May/June 2014: Share BuybacksApril 2014: Stock Split

30,000

40,000

50,000

60,000

2014/3
2014/9

44,181 

55,505 

45,857 

57,292 

Increase of 1YEN compared to the initial forecast

Each stock was split into five shares

October 2014: Dividend Increase 

Share buybacks worth approx. 30 billion YEN

■ Individual 
shareholders

■ All shareholders
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Provide High Value-Added 

Products Combined with 
Medical Devices

• Create new therapeutic fields through combination of drugs and 
medical devices

• Provide new therapeutic methods in urology

Expansion to diagnosis and 
preventive care

• Provide more accurate early diagnosis methods for localized primary 
tumor and micro-metastasis (make use of antibody technology)

Solutions to surgery needs
• Provide products that will contribute to reduction of surgery time 

and better outcome

• Perioperative period management 

Application of IT to drug 
discovery

• Joint research of drug development regarding neglected tropical 
diseases (NTDs) by using supercomputers 

Preventive 
care

Regenerative 
medicine

Surgery

Medical 
devices

Diagnosis

Establish Pharma Breakthrough in order to Create New Business

Provide New Value

ＩＴ

Innovative 
drug 

business
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Transform the Progress of Science into Value for Patients


