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Financial Highlights
Years ended March 31

(¥ billion) (US$ million) (% Change)

2006.3 2007.3 2008.3 2009.3 2009.3 08/07 09/08

For the year

Net sales ¥   879.4 ¥   920.6 ¥   972.6 ¥    965.7 $  9,854 5.6 (0.7)

Cost of sales 273.0 284.1 279.3 264.4 2,698 (1.7) (5.3)

SG&A expenses (incl. R&D expenses) 413.3 446.0 417.3 450.9 4,601 (6.4) 8.0 

Operating income 193.0 190.5 275.9 250.4 2,555 44.8 (9.2)

Operating margin (%) 22.0 20.7 28.4 25.9 — — —

Net income 103.7 131.3 177.4 171.0 1,745 35.2 (3.6)

Overseas sales 398.3 450.1 489.6 469.0 4,786 8.8 (4.2)

Overseas sales ratio (%) 45.3 48.9 50.3 48.6 — — —

R&D expenses 142.1 167.9 134.5 159.1 1,623 (19.9) 18.3 

R&D ratio (%) 16.2 18.2 13.8 16.5 — — — 

At year-end

Total assets 1,584.5 1,470.7 1,439.2 1,348.4 13,760 (2.1) (6.3)

Total net assets 1,216.9 1,099.0 1,110.9 1,030.2 10,512 1.1 (7.3)

Working capital 750.1 657.2 692.7 680.1 6,940 5.4 (1.8)

(¥) (US$) (% Change)

Per share data

Net income ¥   183.88 ¥   244.07 ¥   349.89 ¥     356.11 $   3.63 43.4 1.8 

Total net assets 2,179.44 2,135.34 2,228.34 2,189.26 22.34 4.4 (1.8)

Cash dividends 70.00 80.00 110.00 120.00 1.22 37.5 9.1 

Major Indicators

ROE (%) 8.8 11.3 16.1 16.0 — — —

DOE (%)*1 3.3 3.7 5.0 5.4 — — —

Shareholders’ equity ratio (%) 76.8 74.7 77.1 76.3 — — —

EBITDA*2 (¥ billion) 216.1 246.1 305.8 305.6 3,118 23.5 (1.9)

Free cash flows (¥ billion) 52.5 200.4 178.5 168.8 1,722 (10.9) (5.4)

Average exchange rate (¥/US$) 113 117 114 101 — (2.6) (11.4)

	 (¥/€) 138 150 162 143 — 8.0 (11.7)

Other Indicators

Number of shares outstanding 573,949,476 563,964,635 518,964,635 503,964,635 — — —

Notes:	US dollars have been converted at the rate of ¥98 to US$1, the approximate exchange rate on March 31, 2009. US dollar amounts are included solely for convenience.
	 *1 DOE (dividend on equity) = (payout ratio) x ROE
	 *2 EBITDA = Income before income taxes and minority interests + interest expense + depreciation and amortization
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Interview With the President & CEO

Over the past five or so years, Astellas has coped with change and forged a robust management plat-
form by enhancing the efficiency of its organization and systems. How does the company plan to 
generate growth within a fiercely competitive global pharmaceutical market? In what direction should 
it aim? We asked President & CEO Masafumi Nogimori to find out about Astellas’ strategy.

Question : Answer :

1.	 Do you regard the results for the year ended March 31, 2009 in a positive light? 3 Yes

No

2.	� Does Astellas have a growth strategy for after the expiration of the US and European 

patents for Prograf® and the US patent for Harnal®?

3 Yes

No

3.	� Are you confident that Astellas can emerge a winner in the face of the ongoing global 

changes in pharmaceutical market conditions?

3 Yes

No

4.	� Is it extremely difficult to discover a breakthrough new drug at this point?
Yes

3 No

5.	� Given the increasing regulatory hurdles for new drug approval, are you satisfied with the 

drug development pipeline in its current form?

Yes

3 No

6.	 Are you continuing with initiatives aimed at improving capital efficiency? 3 Yes

No

7.	 Are you actively working to strengthen corporate governance? 3 Yes

No
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Masafumi Nogimori
President & CEO
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Background
Astellas’ Market Environment

The Ethical Pharmaceuticals Market at a Glance

Source: IMS World Review 2009

Latin America
6.4%  US$49.1 billion

Total market
US$773.1 billion

A/A/A*
23.1%  US$178.8 billion

North America
40.1%  US$309.7 billion

Europe
30.5%  US$235.5 billion

Market Size by Region (2008) Market Size by Country—Top 20 (2008)

World Ethical Pharmaceuticals Market

Rank Country/region Sales
(US$ million)

Growth rate
(%)

1 USA 290,980 1.1
2 Japan 77,041 2.6
3 France 42,200 2.2
4 Germany 41,291 4.9
5 Italy 26,644 4.0
6 China 24,543 27.0
7 United Kingdom 22,323 3.2
8 Spain 20,966 7.8
9 Brazil 19,181 12.0

10 Canada 18,723 6.0
11 Mexico 11,031 1.8
12 Turkey 10,624 11.1
13 South Korea 9,823 10.5
14 India 9,697 11.2
15 Australia 9,311 9.9
16 Poland 7,748 9.0
17 Greece 7,520 10.0
18 Belgium 6,353 6.5
19 Russian Federation 6,247 10.4
20 Netherlands 5,917 –3.5

* Africa, Asia & Australia
Copyright 2009 IMS Health. All rights reserved
Source: IMS World Review 2009
Reprinted with permission
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Source: UtoBrain K.K. “Pharmaceutical Manufacturers Global Ranking 2008” Final edition

Global Ethical Pharmaceutical Sales (2008)

World:  No. 20
Japan:  No. 2

50,00040,00030,00020,00010,0000

Pfizer	 1

Sanofi-aventis	 2

GlaxoSmithKline	 3

Roche	 4

Novartis	 5

AstraZeneca	 6

Johnson & Johnson	 7

Merck	 8

Eli Lilly	 9

Wyeth	 10

Bristol-Myers Squibb	 11

Abbott Laboratories	 12

Bayer	 13

Amgen	 14

Schering-Plough	 15

Boehringer Ingelheim	 16

Takeda	 17

Genentech	 18

Teva	 19

Astellas	 20

Novo Nordisk	 21

Daiichi Sankyo	 22

Eisai	 23

Merck Serono	 24

Baxter International	 25

(US$ million)

High

Low
Low

Examples:

Examples:

Satisfaction with treatment

Contribution of drugs to treatm
ents

High

 �Majority of drugs prescribed by PCPs 
(primary care physicians)
 Large number of patients
 �Mainly small-molecule pharmaceuticals

 Many diseases exist
 �Typically drugs prescribed by specialists
 �Many biotech or other more innovative drugs in this group

High unmet 
medical needs

Hyperlipidemia

Cancer

Neurological 
diseasesDiabetes-related 

complications

Peptic ulcer

Hypertension

Medical needs 
sufficiently met

Increasing Complexity of the Market
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Question  1.

 
Do you regard the results for the year ended March 31, 2009 
in a positive light?

3 Yes
While our sales and profits were both down on the previous 
year due to the impact of a stronger yen and the National 
Health Insurance (NHI) drug price revision, we continued to 
expand our business in real terms as the result of sales 
growth from global products and new drugs.

Unfortunately, our sales and profits both declined in the year ended March 

31, 2009. We posted net sales of ¥965.7 billion (down 0.7% in year-on-year 

terms), operating income of ¥250.4 billion (down 9.2%) and net income of 

¥171.0 billion (down 3.6%). However, the main factors reducing sales were 

the impact of foreign currency fluctuations (¥62.0 billion) and the impact of 

lower NHI drug prices (¥18.6 billion). Excluding these effects, we recorded 

steady performance growth in each region. So I believe that these were a 

positive set of results for Astellas.

In Japan, we were able to offset the impact of the NHI drug price 

revision (of over 5%) through steady sales expansion from our portfolio of 

mainstay products plus additional growth from new drugs. Net sales in 

Japan were ¥491.5 billion, a  2.8% increase compared with the previous 

year. Overseas, we generated growth, led by our global products Vesi-

care®, a treatment for overactive bladder (OAB) and the immunosuppres-

sant Prograf®. In North America, sales grew in part due to the launch of 

Lexiscan®, a pharmacologic stress imaging agent used in cardiac function 

testing, and in Europe, we recorded higher sales of Eligard®, a treatment 

for advanced prostate cancer and increased bulk sales and royalty reve-

nues from Harnal®, a treatment for the functional symptoms associated 

with benign prostatic hyperplasia (BPH). As a result, our sales increased in 

local currency terms, but decreased on a yen basis.

Our research and development (R&D) expenses increased substan-

tially, rising 18.3% year on year to ¥159.1 billion. This reflected additional 

costs due to an upfront fee to CoMentis, Inc. of the United States relating 

to an alliance in the field of Alzheimer’s disease, as well as further prog-

ress in the Phase 3 clinical development of beta-3 receptor agonist 

YM178 in Europe and the US. Selling, general and administrative (SG&A) 

expenses excluding R&D expenses also increased due to factors such as 

goodwill amortization costs relating to the acquisition of Agensys, Inc. 

and costs associated with the launch of new products. I believe that it is 

better to regard these R&D and SG&A expenses as investments neces-

sary for future growth.

At the start of fiscal 2008, we had expected to face generic competi-

tion to Prograf® in the US because the US substance patent expired in 

April 2008, so the fact that no generic competitors were actually launched 

during fiscal 2008 also helped our performance. 

* A generic version of Prograf® was approved in August 2009.

Question  2.

�Does Astellas have a growth strategy for after the expiration of 
the US and European patents for main product Prograf® and 
the US patent for Harnal®?

3 Yes
We aim to generate sustained growth through increased 
sales of our major drug portfolio, notably the global product 
Vesicare®, as well as the additional growth of new products.

The patent on every ethical pharmaceutical eventually expires, and phar-

maceutical companies are significantly affected, including by lower sales. 

The approach we will take to address the patent expirations of Prograf® 

and Harnal® is to further expand sales of other mainstay drugs and main-

tain a steady stream of new products.

We see the global product Vesicare® as the first main driver of Astellas’ 

future growth. Vesicare® is a treatment for OAB that helps to relieve associ-

ated symptoms such as urinary urgency, frequent urination and urinary 

incontinence. We launched Vesicare® in Europe in 2004, the United States in 

2005 and Japan in 2006. Today it is available in approximately 50 countries 

and regions worldwide and sales are growing steadily. Global sales reached 

¥71.4 billion in the year ended March 31, 2009, and we expect this figure to 

increase to ¥84.2 billion in the coming year. Vesicare® has the top share of 

the OAB market in Japan and Europe. In the United States, which is the 

largest market, our successful sales and marketing activities, including co-

promotion with GlaxoSmithKline plc (GSK), have made VESIcare® the 

number two branded drug in its segment in terms of share. Going forward, 

we aim to increase global sales to ¥100.0 billion as quickly as possible by 

reinforcing sales and marketing activities for Vesicare®, including raising 

public awareness of OAB and publicizing the product’s effectiveness.

We are also seeing steady performance from Lexiscan®, which we 

launched in the US in June 2008. Aggregate sales during the year ended 

March 31, 2009 of Lexiscan® and Adenoscan®, another pharmacologic 

stress agent, were ¥39.3 billion. We expect this figure to grow to ¥50.0 

billion in the year ending March 31, 2010. Another drug that we see 

making a significant contribution to future sales growth is Funguard®/

Mycamine®, a candin-type injectable antifungal agent that we have 

already launched in Japan and the US and began introducing to 

European markets in August 2008. Going forward we expect to grow 

sales centered on Europe, the US and Japan.

In Japan we introduce new products every year. In the year ended 

March 31, 2007, we launched Vesicare®. In the year ended March 31, 

2008, we launched Celecox®, a non-steroidal anti-inflammatory anal-

gesic agent, and Geninax®, an oral quinolone antibiotic; and, in the 

year ended March 31, 2009, we introduced Irribow®, a treatment for 
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diarrhea-predominant irritable bowel syndrome in males. In April 

2009, we launched the osteoporosis treatment Bonoteo® and in June 

2009 began selling Micombi®, a combination drug for the treatment 

of hypertension that contains the anti-hypertensive Micardis® and 

hydrochlorothiazide. Vesicare®, Celecox®, Geninax®, Irribow®, Bono-

teo® and other new products are now positioned to drive sales growth 

in the Japanese market. We are targeting aggregate sales in Japan of 

¥100.0 billion from these products.

n Japan  n North America  n Europe  n Asia

(¥ billion) (¥ billion)

Harnal® Sales

Note: Currency movements affected the results.

2008.3

24.6

28.5

34.8 82.2 57.4 11.7 6.2

88.8 66.0 11.2

97.2 65.3 11.0
203.0

2009.3 201.0

192.3

6.3

4.8

2010.3
(forecasts)

2008.3

37.5

35.6

35.5 21.5 7.7 38.7

25.7 8.1 46.6

29.5 8.2 46.7
122.4

2009.3 116.6

103.82010.3
(forecasts)

Sales growth rates in FY2008 were as follows (Local currency base):

Prograf®

Available in around 80 countries and regions, Prograf® is an immuno-
suppressant that is used to suppress organ rejection in organ trans-
plants. It is the leading drug globally in the transplantation field.

In Japan, in addition to increased sales in the organ transplanta-
tion field, sales of Prograf® have received support from the drug’s 
launch in 2005 for the additional indications of rheumatoid arthritis 
(RA) and lupus nephritis. We gained approval for the additional indica-
tion of ulcerative colitis in July 2009 and expect to gain approval for 
additional indications of all types of myasthenia gravis before the end 
of March 2010. 

In Asia, sales are growing led by markets such as China and 
South Korea.

In the United States, the US patent for Prograf® expired in April 2008 
and a generic version was approved in August 2009. However, given the 
special characteristics of Prograf®, we expect sales erosion to be rela-
tively mild even after the entry of generic versions of the drug. 

In Europe, our patents expired in major markets in June 2009. 
Compared with the United States, we expect the impact of generics to 
be less severe in Europe, although there is still a risk of price erosion.

Our Approach � Prograf® and Harnal® With Expiring 
Substance Patents

Special Feature  1

Harnal®

Harnal® is a treatment of functional symptoms associated with benign 
prostatic hyperplasia (BPH) and is sold in approximately 90 countries 
and regions. It is the global “gold standard” for treating BPH.

The patents on Harnal® have already expired in Japan and Europe, 
where sales of the drug are now in decline. Sales are strong in Asia.

In the United States, Harnal® is marketed by licensee Boehringer 
Ingelheim (BI) under the brand name Flomax® and Astellas receives 
bulk sales and royalty revenues form BI. The US patent is due to 
expire in October 2009, but the submission of data from pediatric 
clinical trials is expected to secure a six-month extension to the 
period of market exclusivity. However, a generic version of the drug 
is expected to be launched in March 2010. Bulk sales and royalties 
are likely to decline significantly after the advent of generic 
competition.

(¥ billion)

Sales growth rates in FY2008 were as follows (Local currency base):

Excluding exchange rate effects, sales rose in each region in local currency terms.

n Japan n N. America n Europe n Asia n Exports to third parties

16% 4% 16% 20% —
n Japan n Europe n Asia n Bulk sales/royalties

–5% –2% — 12%

Prograf® Sales

The substance patent for Prograf® expired in April 2008 and the substance patent for Harnal® will expire in October 2009 in the US and 
sales are expected to drop as a result. However, global sales of both products are only expected to decline gradually.

Maximize Vesicare® Sales

 
Note: �Currency movements affected the results.

2006.3

22.8 38.4 21.9

6.2 17.6 12.3

7.7 7.1
14.8

2007.3 36.2

2008.3 60.1

2009.3 71.4

2010.3 84.2
(forecasts)

13.5 27.7 18.5 0.3

31.019.0 20.6 0.7

1.1
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3 Yes
Astellas has chosen to pursue a “global category leader” 
business model. We think this approach will enhance our 
competitive edge.

We formulated Vision 2015 to define our direction and the kind of company 

that we want Astellas to be in 2015. We also set out the policies and strate-

gies needed to realize this vision. Our aim is to establish Astellas as a global 

category leader (GCL). The GCL business model is the strategy that we have 

chosen to win and thrive.

Under this approach, we are targeting specialized markets where 

Astellas can derive a competitive advantage based on specialist expertise 

in that field. These are therapeutic areas (categories) where effective 

treatments do not exist currently and there is a high degree of unmet 

medical needs—that is, where current therapeutic options are unsatis-

factory. Our GCL business model seeks to realize a competitive edge by 

establishing a leading position in the world in these categories through 

the global provision of high-value-added products. We have already 

become a GCL in the two fields of urology and transplantation. Now our 

aim is to become a GCL in other categories.

“We see one of the strengths of Astellas 

as the quickness of our response to 

change. Our ability to handle changes 

in the business environment has become 

part of the company’s image.”

We are selectively focusing drug discovery research efforts at 

Astellas on six strategic therapeutic areas: transplantation and immunol-

ogy/inflammation, urology, infectious diseases (viral diseases), CNS/pain, 

diabetes, and cancer. We selected these target fields primarily as areas 

with a high degree of unmet medical needs. The second yardstick we 

applied was whether Astellas possessed strengths or expertise in that 

area, and the third indicator was the market potential of that segment. 

In order to become a GCL, it is important to devise a detailed strat-

egy matched to the therapeutic area and regional characteristics, as 

well as the drug discovery ability to develop innovative drugs. The 

combination of these two prerequisites will establish an even stronger 

position in the target therapeutic field.

We see one of the strengths of Astellas as the quickness of our response 

to change. Our ability to handle changes in the business environment has 

become part of the company’s image. Five years on from the establishment 

of Astellas, I believe we can take pride in the way that we have forged a robust 

management platform, by strengthening our product lineup and in various 

other ways. Leveraging this platform promises to be a critical factor in our 

growth going forward. Based on the catchphrase “Changing tomorrow,” we 

are now planning to shift to a higher gear.

Question  3.

Are you confident that Astellas can emerge a winner in the face of the ongoing global changes  
in pharmaceutical market conditions?
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Six Elements of the Global Category Leader (GCL) Concept:

1.  Clearly define a global business segment

2.  Orient toward specialty markets

3.  Target areas with a high degree of unmet medical needs

4. � Leverage specialist expertise to derive a competitive sales advantage

5.  �Create a continuous stream of products from in-house drug discovery

6. � Build an integrated value chain spanning R&D, sales and marketing

Special Feature  2

Players in a market requiring a high degree of expertise possess high possibility of sustainable growth

Player Structure as Seen in Astellas’ VISION 2015

Current 2015

Super-scale playersFurther consolidation to offset 
reduced profitability

Decreased profitability

Strategy conversion

Evolution or M&A

Withdrawn from market or M&A

Focus on markets requiring a high 
degree of expertise Global category players

Sustained growth benefiting from 
increasing market complexity

 �Few effects from contraction of 
conventional markets

Capitalize on specific strengths  
(eg. technology)
(many)

Specialized players
(many)

Expansion of market survival and 
growth opportunity by market 
complication

 �Frequent entrances and exits of new 
players

Local players
(many)

Local players
(many)

Move to the generic market

Aggressive mass marketing in the 
primary market

Our Approach  Global Category Leader
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3 No
As new technologies continue to emerge, we believe 
that there are still numerous untried therapeutic 
approaches waiting to be discovered.

I beg to disagree with the rather harsh view adopted by some that the 

business of drug discovery is not attractive. As any study of history will 

show, humans have always been searching for the elixir of eternal youth. 

While this is still elusive, our collective thirst for health and longevity 

remains unshakeable. In view of this strong psychological foundation, my 

belief is that there will always be bright prospects for any business with a 

direct and beneficial effect on human health such as pharmaceuticals.

Despite its brief history of around a century from the introduction of 

aspirin, the market for pharmaceuticals has grown rapidly during the past 

50–60 years. The first phase of new drug development that was focused on 

receptors may have reached something of a plateau, but I believe that we 

are now entering a higher-level second phase of drug development. The 

analogy is one of a two-story building: although most of the rooms on the 

lower floor are now full, there is still a lot of space on the floor above. In this 

second phase, I believe that we will see a series of new drugs emerging 

based on new technologies such as genomics, RNA interactions and 

antibodies. I see these new technologies yielding completely new variet-

ies of drugs. We are continually investing to make sure that Astellas has 

these cutting-edge drug discovery technologies. I believe that we pos-

sess sufficient in-house capabilities in these new technical areas to dis-

cover novel compounds using such methods.

We have generated large numbers of new molecules using small 

molecule synthesis and fermentation technologies. In addition to these 

two approaches, we are also involved in drug-discovery research using 

therapeutic antibody technologies as a way of strengthening our overall 

R&D capabilities further. To quickly gain technologies in the therapeutic 

antibody field, we have concluded licensing agreements with Regeneron 

Pharmaceuticals, Inc. of the US and MorphoSys AG of Germany. In 

December 2007, the US biotech venture firm Agensys joined Astellas. 

Therapeutic antibodies enable us to employ a variety of drug-discovery 

approaches in strategic therapeutic research areas, particularly cancer, 

and I believe that they will allow us to generate promising new medi-

cines. In terms of our R&D organizational set-up, we consolidated global 

drug discovery functions in April 2009 at the Research Center in Tsukuba, 

Japan. We have also installed some of the latest equipment to help accel-

erate drug discovery programs and improve the quality of our research.

We are working to reinforce our drug discov-
ery capabilities by combining traditional 
strengths in small molecule synthesis and 
fermentation technology with the therapeu-
tic antibody technologies that we secured 
through the Agensys acquisition in December 
2007. Access to these three drug discovery 
technologies provides us with a unique blend 
of R&D capabilities as a pharmaceutical com-
pany. This broad range of expertise in drug 
discovery is one of Astellas’ key strengths.

Special Feature  3

Our Approach  Reinforcement of Drug Discovery Platform

Fermentation Technology
* Technology for the discovery of drugs that use

naturally occurring microorganisms

Drugs discovered

Prograf®, Cefzon® antibiotic, Funguard/Mycamine®

Antibody drug technology
* Technology for the discovery of drugs that use human antibodies, which fight the cause of disease

Centered on Molecular Medicine Research Labs and Agensys, Inc. / In-licensing from other companies

• Technology for anti-human osteopontin antibodies     • CD40 antagonistic mAb     • Access to phage antibody library 
• Fully human antibody generating transgenic mice, “Veloclmmune® mice”

More powerful R&D capabilities

Strengthen Drug Discovery Capabilities by Fusing Advanced Technologies

Question  4.

Is it extremely difficult to discover a breakthrough new drug at this point?

Small molecule synthesis technology
* Technology for drug discovery using chemical reactions

Drugs discovered

Gaster®, Harnal®, Vesicare®
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Question  5.

Given the increasing regulatory hurdles for new drug approval, 
are you satisfied with the drug development pipeline in its 
current form?

3 No
I’m not completely satisfied, but I believe that we are defi-
nitely making headway in drug development. Mirabegron 
(YM178) is set to further strengthen our franchise in urology. 
We are also making steady progress in other global product 
development programs, in addition to the ongoing develop-
ment of our domestic drug pipeline.

Although we cannot deny that the development of new drugs and 

obtaining regulatory approvals is becoming slower as it is for all compa-

nies due to the stricter review criteria being applied by regulatory 

authorities, I believe that we are making steady progress in terms of our 

pipeline. I have high expectations for the future in this regard.

As for mirabegron (YM178), a global product in the late stages of clini-

cal development, we have positioned it as a new product after our existing 

product Vesicare® in the OAB market in the field of urology. I expect YM178 

to become a leading product that will substantially reinforce the position 

of Astellas as a GCL in urology. As mirabegron’s mechanism of action is 

different to Vesicare®, we think we can offer a wider range of options for 

treating OAB.

“... my belief is that there  

will always be bright prospects  

for any business with a direct  

and beneficial effect on human  

health such as pharmaceuticals.”

Technical Synergies Between Tsukuba 
Research Center and Agensys

Tsukuba

New target 
molecules

Genomics

Agensys-oriented 
target molecules

Agensys

Small 
molecule drugs

Therapeutic 
antibodies

In a unique approach, the Tsukuba Research Center of Astellas and Agensys are cooperating to 
extract maximum synergy from their respective expertise in small molecule synthesis and thera-
peutic antibodies. The Tsukuba Research Center is using target molecules identified or owned 
by Agensys to try to create small molecule drugs using synthetic chemistry. At the same time, 
Agensys is using target molecules that have been identified through searches based on genom-
ics and bioinformatics technology introduced from Tsukuba in the production of antibodies.
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In April 2008, we established Astellas Pharma Global Development, 
Inc. (APGD) in the United States to act as our global development 
headquarters. Under this new system, the president of APGD heads up 
the global development function for the entire Astellas Group world-
wide. In line with this change, we have taken steps to strengthen our 
global development systems further. We have revised the develop-
ment set-up in the following ways to promote more efficient and 
faster drug development.

We are also making steady progress in other global development 

projects. In February 2009, the US Food and Drug Administration (FDA) 

issued a Complete Response letter to the regulatory application submit-

ted for telavancin for the indication of complicated skin and skin structure 

infections. A reply was submitted to the FDA in March 2009. A separate 

NDA application for telavancin for use in hospital-acquired infections was 

submitted to the FDA in January 2009. This submission has been formally 

accepted and is currently under review. In other project developments, 

we are initiating the Phase 3 clinical trial in Europe for solifenacin/

tamsulosin, which is indicated for lower urinary tract syndrome associ-

ated with benign prostatic hyperplasia (BPH). The antithrombotic YM150 

is in Phase 3 development in Japan and Asia and in Phase 2b/3 in Europe 

for the indication of the prevention of venous thromboembolism (VTE), 

and in Phase 2b in Europe, Japan and Asia for the indication of prophy-

laxis of thromboembolic complications associated with atrial fibrillation 

(AF). As for ASP1941 for type 2 diabetes, good results were produced in 

the Phase 2b clinical trial in Japan, and in the Phase 2 clinical trial in the 

US. Now we are studying plans for the next phase of clinical develop-

ment. We have initiated and are making steady progress through Phase 2 

development with ASP1517, an oral treatment for renal anemia that we 

licensed from FibroGen, Inc.

The field of cancer is one where competition is becoming espe-

cially fierce. We are making steady progress with the development of the 

in-house anti-cancer compound YM155 and the Agensys-originated 

1.	 Reinforced Global Matrix Functions
To strengthen the new global integrated set-up, project management function 
and development promotion function, we created three new positions: Global 
Development Operations Head, Global Development Project Management 
Head, and Global Development Planning and Administration Head.

2.	�E nhanced Development Strategic Planning  
and Execution Functions by Therapeutic Area

We have created new positions as Global Development Therapeutic Area 
Head in an effort to promote faster and more effective global development 
projects in each field based on scientific considerations. We have also con-
structed a new system of global project teams established within centers of 
excellence so that we can base our drug development efforts in the best loca-
tions for that specific therapeutic area.

compound AGS-1C4D4 which are in Phase 2. I think Agensys antibody 

technology is world-class. I believe that their current pipeline, including 

products in the pre-clinical phase offers the Astellas Group consider-

able potential. While there are a few products in late-stage develop-

ment in the cancer area at the moment, our early-stage portfolio has 

many competitive candidates, in my opinion.

In terms of our domestic pipeline, we steadily gained approvals for 

several new drugs during the past fiscal year. These were Irribow® for the 

treatment of irritable bowel syndrome and Graceptor®, the modified 

release formulation of Prograf®, in July 2008, Bonoteo® for osteoporosis in 

January 2009, and Micombi® in April 2009. We received approvals in June 

2009 for the additional indication of lumbago, etc. for Celecox® and in 

July 2009 for the additional indication of ulcerative colitis for Prograf®. We 

have also seen steady progress in late-stage development. YM443 for 

functional dyspepsia and YM529 (once-a-month administration) for 

osteoporosis are currently in Phase 3 clinical trials in Japan. ASP1585, a 

treatment for hyperphosphatemia that we licensed from Amgen Limited, 

has also entered Phase 3. In March 2009, we were able to report statisti-

cally significant efficacy for the primary endpoint of the Phase 2 trial with 

ASP8825, a compound for restless legs syndrome that we licensed from 

XenoPort, Inc., and we are making preparations to file using data from 

foreign clinical trials. Overall, therefore, our domestic pipeline is expand-

ing as we make progress in achieving a number-one market share posi-

tion in the Japanese market.

Special Feature  4

Our Approach  Reinforcing Our Global Development Set-up
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Question  6.

Are you continuing with initiatives aimed at improving 
capital efficiency?

3 Yes
While prioritizing business investments to realize future 
growth, we are working to raise dividends in a sustainable 
fashion and to conduct share buybacks in a flexible manner.

Deciding how to prioritize investment for the future growth of the busi-

ness is one of the most important challenges for management. We are 

actively looking to invest capital in mergers, acquisitions and inward 

licensing of compounds, in addition to the internal investments that we 

are making to realize organic growth. At the same time, we are actively 

working to increase returns to shareholders. As far as dividends are con-

cerned, we are aiming to raise them in a sustainable fashion. In the year 

ending March 31, 2010, we plan to raise dividends by ¥5 to ¥125 per 

share, despite projecting net income to dip 21.0% year on year to ¥135.0 

billion. We have also been working to conduct share buybacks in a flexible 

manner as a means of improving capital efficiency and enhancing share-

holder returns.

Question  7.

Are you actively working to strengthen  
corporate governance?

3 Yes
Astellas is actively engaged in reinforcing governance struc-
tures to maintain a high level of transparency.

Following the merger, we have been quick to establish highly transpar-

ent governance structures. Today, the number of directors is seven, of 

which the outside directors constitute a majority of four. We have also 

voluntarily established a Nomination Committee and a Compensation 

Committee as advisory bodies to the Board of Directors. This is designed 

to improve management transparency in order to enhance enterprise 

value.

The Board of Auditors consists of four statutory auditors with a 2:2 

split between internal and external auditors. As with the Board of Direc-

tors, the aim is to create an audit system that strikes a balance between 

specialist in-house expertise and the independence provided by outside 

talent. Going forward, we will work to establish sound corporate gover-

nance systems with the basic policy of promoting management practices 

that maximize enterprise value, ensuring transparency and improving 

our social accountability.

Product name Indication Approval date Japan US Europe

Lexiscan® Pharmacologic stress agent for radionuclide myocardial perfusion imaging (MPI) studies in patients unable 
to undergo adequate exercise stress April 2008 l

Mycamine® Treatment of invasive candidiasis; treatment of esophageal candidiasis; prophylaxis of Candida infection in 
patients undergoing allogeneic hematopoietic stem cell transplantation April 2008 l

Irribow® Diarrhea-predominant irritable bowel syndrome in males July 2008 l

Graceptor® Suppression of organ rejection in organ transplantation (modified release formulation) July 2008 l

Vaprisol® Hyponatremia (pre-mix bag formulation) October 2008 l

Starsis® Combination therapy with thiazolidines December 2008 l

Bonoteo® Osteoporosis January 2009 l

Protopic® Ointment Atopic dermatitis (prevention of flares) February 2009 l

Micombi® Hypertension (combination drug of angiotension II receptor blocker and diuretic) April 2009 l

Prograf® Use of Prograf® and MMF as an adjunct therapy for the prophylaxis of organ rejection in kidney transplantation May 2009 l

Modigraf® Prophylaxis of transplant rejection in kidney, liver or heart allograft recipients (granules) May 2009 l

Celecox® Lumbago, scapulohumeral periarthritis, cervico-omo-brachial syndrome, tendinitis/tendosynovitis June 2009 l

Prograf® Ulcerative colitis July 2009 l

Regulatory Approvals Received April 2008–August 2009
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