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Management’s Discussion and Analysis

OVERVIEW OF YEAR ENDED MARCH 31, 2009 (FISCAL 2008)

BUSINESS ENVIRONMENT

« Japan

The Japanese ethical pharmaceutical market grew 2.9% in fiscal
2008 to ¥8.4 trillion. Astellas ranked second with a market share of
approximately 7.2%.

The biennial NHI (National Health Insurance) drug price
revision was implemented in April 2008 and drug prices were
reduced by an industry-wide average of around 5.2%.

The government also continued to promote various other
measures aimed at containing drug expenditures. A framework is
being established to enhance the access of patients and medical
professionals to generic pharmaceuticals that are safe with the stated
goal of increasing the volume market share of such drugs from the
current level of nearly 20% to 30% by fiscal 2012.

- North America

The rate of growth in the North American pharmaceuticals market
slowed to 1.4%, the lowest level in 5 years. The market was worth
US$309.7 billion in value terms according to IMS World Review 2009.
The main factors depressing growth were delays with new drug
approvals and the impact of the economic slowdown caused by
financial uncertainty.

- Europe

Pharmaceutical market growth was in the 1-5% range in the major
countries such as France, Germany, Italy and the UK, but reached
6-9% in Spain. Markets such as Russia and Turkey recorded double-
digit growth.

- Asia
The region posted a robust expansion, with growth in mar-
kets such as China and South Korea reaching double digits.

NET SALES

- Reflecting mainly the impact of a stronger yen, consolidated
net sales declined in year-on-year terms by ¥6.9 billion, or
0.7%, to ¥965.7 billion.

- Sales of overactive bladder (OAB) treatment Vesicare® increased
across all regions. Global sales of the drug grew by ¥11.3 billion,
or 18.8%, to ¥71.4 billion.

« Inlocal currency terms, sales of immunosuppressant Prograf® in
North America grew by US$33 million, or 3.9%, to US$884 million.
The US substance patent expired in April 2008.
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- InJapan, sales of Celecox®, the selective COX-2 inhibitor launched

in June 2007, increased by ¥6.7 billion, or 178.7%, to ¥10.4 billion.
Other new products such as oral quinolone antibiotic Geninax®
and insomnia treatment Myslee® recorded double-digit growth in
sales. The launch in June 2008 of Lexiscan®, a pharmacologic stress
imaging agent used in cardiac function testing, also contributed
to Astellas’sales growth.

PROFITS AND EXPENSES

- Cost of sales declined in year-on-year terms by ¥14.9 billion,

or 5.3%, to ¥264.4 billion. This resulted in an improvement of
1.3 percentage points in the cost of sales ratio.

+ R&D expenses increased by ¥24.6 billion, or 18.3%, to ¥159.1

billion. The ratio of R&D expenses to net sales was 16.5%.

- Factors behind the increase in R&D expenses included a one-

time upfront fee of US$80 million to US-based CoMentis relat-
ing to a treatment for Alzheimer's disease and a one-time
payment of US$10 million associated with the agreement with
US-based Maxygen.

« Otherfactors behind the increase in R&D expenses included Phase

3 clinical trials in the US and Europe for YM178 and progress with
the development of other clinical projects, R&D spending related
to therapeutic antibodies at Agensys and depreciation costs for
the new buildings at the Tsukuba Research Center.

« Reflecting the above factors, operating income declined by

¥25.5 billion, or 9.2%, to ¥250.4 billion. The operating margin
was 25.9%.

FINANCIAL CONDITION

- Cash and cash equivalents at the fiscal year-end amounted to
¥409.8 billion, a decline of ¥50.7 billion, or 11.0%, in year-on-
year terms.

- The ratio of shareholders’ equity to total assets as of March 31,
2009 was 76.3%.

SHAREHOLDER RETURNS

- Total dividends per share in fiscal 2008 were ¥120, an increase of
¥10 compared with the previous year.

+ The dividend-on-equity (DOE) ratio improved by 0.4 percentage
points to 5.4%.

« During fiscal 2008, Astellas acquired 28.09 million of its own
shares and canceled 15 million shares of treasury stock.



OPERATING PERFORMANCE OVERVIEW EFFECT OF EXCHANGE RATES
Net sales decreased by 0.7% compared with the previous fiscal ~ FOREIGN EXCHANGE RATES (AVERAGE)

year to ¥965.7 billion. Factors negatively affecting sales included oo 23??2 2:?2‘:
the appreciation of the yen against both the US dollar and the euro = Ve ¥143

and an NHI drug price revision in Japan of a little over 5%. Growth
from international operations helped to offset this drag. Operating
income declined 9.2%t0 ¥250.4 billion due to a substantialincrease
in R&D expenses, which outweighed the improvement in the

Foreign exchange rates affected net sales and operating
income as indicated below.
gross margin. Reflecting the effect of foreign exchange gains, a net
FOREIGN EXCHANGE IMPACT FOR FISCAL 2008
The appreciation of the yen against both the US dollar and the
euro reduced net sales and operating income by ¥62.0 billion and
¥16.8 billion, respectively.

improvement in other income (expenses) and a lower effective tax
rate, net income declined only 3.6% to ¥171.0 billion.

NET SALES
Consolidated net sales amounted to ¥965.7 billion in fiscal 2008, a year-on-year decline of ¥6.9 billion, or 0.7%.
A review of sales by product and by geographic segment is provided below.

(¥ billion) (%)
SALES BY MAINSTAY PRODUCTS (GLOBAL) 2008.3 2009.3 YoY CER*
Global products
Prograf® ¥203.0 ¥201.0 (1.0) —
Japan 24.6 28.5 16.0 —
North America 97.2 88.8 (8.6) 3.9
Europe 65.3 66.0 1.1 13.8
Asia 1.0 11.2 1.7 —
Exports 4.8 6.3 30.9 —
Harnal® 1224 116.6 (4.7) —
Japan 375 35.6 (5.1) —
Europe 295 25.7 (12.7) (1.7)
Asia 82 8.1 (0.1) —
Bulk/Royalties 46.7 46.6 (0.3) 12.2
Vesicare® 60.1 714 18.8 —
Japan 135 19.0 40.9 —
North America 27.7 31.0 12.0 273
Europe 185 20.6 11.1 25.1
Asia 0.3 0.7 112.0 —
Funguard®/Mycamine® 17.8 17.5 (1.9) —
Japan 128 11.6 (9.0) —
North America 4.7 5.1 8.7 235
Europe — 0.1 — —
Asia 0.2 0.5 100.9 —
Protopic® 164 16.1 (2.0) —
Japan 2.7 2.7 (0.2) —
North America 8.0 7.6 (5.5) 7.5
Europe 52 5.2 0.7 134
Asia 04 0.5 15.3 —

* Year-on-year comparison, local currency base

ASTELLAS PHARMA INC.  ANNUAL REPORT 2009 pg.55



(¥ billion) (%)

SALES BY GEOGRAPHICAL AREA (LOCAL) 2008.3 2009.3 YoY CER*
Japan
Lipitor® 97.7 95.3 (2.5) —
Micardis® 62.6 64.4 2.9 —
Gaster® 60.9 53.0 (12.9) —
Myslee® 215 25.7 19.5 —
Seroquel® 19.2 21.0 9.6 —
Celecox® 37 10.4 178.7 —
Geninax® 3.7 6.4 719 —
North America
Scan (Adenoscan® and Lexiscan®) 376 39.3 4.5 18.8
Lexiscan® — 9.4 — —
AmBisome® 76 6.1 (19.0) (8.0)
Europe
Eligard® 9.2 12.5 35.2 52.2

*Year-on-year comparison, local currency base

SALES BY PRODUCT

PROGRAF®

Prograf® is an immunosuppressant that is used to suppress organ
rejection in organ transplants.

Sales in Japan increased by ¥3.9 billion to ¥28.5 billion, a gain of
16.0% compared with the previous year. Although the NHI drug
price revision in fiscal 2008 resulted in a reduction of around 8.5%
in price, sales increased due to expansion of the organ transplanta-
tion indication. The additional indications gained for rheumatoid
arthritis (RA) and lupus nephritis also contributed to sales growth.
The RA indication accounted for approximately 30% of sales of
Prograf® in Japan.

Astellas launched a once-a-day formulation of Prograf® under
the brand name Graceptor® in October 2008 in Japan. Graceptor®
maintains efficacy and safety at a similar level to the existing drug,
Prograf®. It is expected to improve compliance with its more con-
venient dosing option, and may lead to further improvements in
long-term transplant outcomes.

Sales in North America fell by ¥8.3 billion, or 8.6%, to ¥88.8
billion. In local currency terms, sales grew by US$33 million, or 3.9%,
to US$884 million. On a total prescription basis, the calcineurin
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inhibitor (CNI) market grew by approximately 5% in the United
States during fiscal 2008. Prograf® achieved approximate shares of
the CNI'market of 90% in liver transplants, 87% in kidney transplants
and 72% in heart transplants, according to figures from the United
Network for Organ Sharing (UNOS). The US substance patent on
Prograf® expired in April 2008. (A generic version was approved in
August 2009.)

Sales in Europe increased by ¥0.7 billion, or 1.1%, to ¥66.0 bil-
lion.In local currency terms, sales grew by €55 million, or 13.8%, to
€460 million. Prograf® gained a share of approximately half of the
CNI market. The once-daily modified release formulation Adva-
graf®, which was launched in the UK and Germany in June 2007, is
currently marketed in approximately 20 countries and regions in
Europe. Advagraf® accounted for around 10% of total Prograf®
sales in the region in fiscal 2008, up from 2% in the previous year.
The substance patent on Prograf® expired in most major European
markets in June 2009.

In Asia, sales expanded steadily in markets such as China and
South Korea. Although yen-based regional sales only increased
slightly as the result of a currency translation effect due to Korean
won depreciation, sales grew rapidly in local currency terms.



( HARNAL®

Harnal® is a treatment for relieving the functional symptoms asso-
ciated with benign prostatic hyperplasia (BPH). Sales in Japan
declined by ¥1.9 billion, or 5.1%, to ¥35.6 billion. The NHI drug price
revision for Harnal® in fiscal 2008 resulted in a price reduction of
around 4.8%.The Japanese substance patent for Harnal® expired in
February 2005. Sales volumes have remained steady, however,
amid increasingly intense competition. Harnal® maintained a share
of around 55% of the BPH market in Japan in fiscal 2008.

The drugis marketed under the brand name Omnic®in Europe.
Sales dropped by ¥3.7 billion, or 12.7%, to ¥25.7 billion, reflecting
appreciation of the yen against the euro. On a local currency basis,
sales declined by €3 million, or 1.7%, to €179 million. Sales of the
drug have continued to increase in markets such as Spain and
Russia despite the expiry of the substance patentin February 2006;
monthly sales remain steady. The additional OCAS® (oral controlled
absorption system) formulation generated about 64% of the drug’s
regional sales.

Sales in Asia edged down ¥0.1 billion, or 0.1%, to ¥8.1 billion.
This mainly reflected the impact of the yen's strength against the
Korean won; sales grew steadily in local currency terms.

Sales in the United States by licensee Boehringer Ingelheim
(BI) under the brand name Flomax® were US$321 million higher
than in the previous year, jumping 21.0% to US$1,868 million.
However, the effect of US dollar depreciation against the euro
resultedinaslight overall declinein bulk sales and royalty revenues.
In local currency terms, bulk sales and royalty revenues increased
by €35 million, or 12.2%, to €324 million. Astellas is co-promoting
Flomax® with Bl in the US.

VESICARE®

Global sales of Vesicare® continue to expand due to a compelling
product profile that is backed by an increasing wealth of evidence.

Sales in Japan have expanded steadily since Vesicare® was
launched in June 2006. Sales grew 40.9% in year-on-year terms in
fiscal 2008, rising by ¥5.5 billion to ¥19.0 billion. Vesicare® secured
the top spot in its category with a market share of over 40%. There
remains significant untapped demand in the market for OAB treat-
ments, making it a sector with excellent growth potential. Astellas
is working to develop the market for Vesicare® further by raising
public awareness of this condition.

VESIcare® was introduced in North America in January 2005.
Inits fourth year on the market in fiscal 2008, sales climbed by ¥3.3
billion, or 12.0%, to ¥31.0 billion. In local currency terms, sales

increased US$66 million, or 27.3%, to US$308 million. Co-promotion
with US partner GlaxoSmithKline (GSK) has been a success, pro-
ducing a steady increase in market share to around 17% on a
total prescription basis. VESIcare® is now the second-ranked
branded drug in its category in the US. Although the overall
market for pharmaceuticals in the US has slowed due to the
economic downturn, the market for OAB treatments remainsin a
growth phase. This makes the market share gains by Vesicare® all
the more remarkable.

In Europe, Vesicare® is now marketed in about 20 countries
and regions and has a market share of about 32% (as of May 2009).
It is the leading treatment for OAB within the European regional
market. Sales increased by ¥2.0 billion, or 11.1%, to ¥20.6 billion; on
a local currency basis, sales grew by €28 million, or 25.1%, to €144
million. The market in Europe for OAB treatments is expanding
steadily and growth is projected to continue.

Vesicare® is available in eight countries in Asia outside Japan.
Sales grew steadily in fiscal 2008, rising by ¥0.3 billion, or 112.0%,
to ¥0.7 billion.

< FUNGUARD®/MYCAMINE® >

Sales in Japan were affected by the NHI drug price revision, which
resulted in a reduction of about 4.1% in price. Fierce competition
also reduced sales volumes slightly. Overall, domestic sales of
Funguard® fell 9.0% in year-on-year terms, declining by ¥1.1 billion
to ¥11.6 billion.

This injectable antifungal agent is marketed as Mycamine®
outside Japan. Sales in North America increased by ¥0.4 billion, or
8.7%, to ¥5.1 billion. On a local currency basis, sales grew by US$9
million, or 23.5%, to US$51 million. While more intense competi-
tion caused prices to trend downward, Mycamine® recorded
steady growth in sales volume and added market share in the
injectable antifungal agent market. The regulatory approval gained
in January 2008 for the additional indication of candidemia also
contributed to sales.

Mycamine® is available in six countries in Asia outside Japan.
Sales expanded steadily in fiscal 2008, rising by ¥0.2 billion, or
100.9%, to ¥0.5 billion.

After gaining regulatory approval in Europe in April 2008,
Mycamine® was launched in the UK in August 2008.The European
market for injectable antifungal agents is worth around €350
million and continues to expand each year. Astellas aims to rein-
force its franchise within the field of infectious diseases through
the launch of Mycamine®.
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PROTOPIC®

Sales in North America declined ¥0.4 billion, or 5.5%, year-on-year
to ¥7.6 billion. On a local currency basis, sales grew steadily by USS$5
million, or 7.5%, to US$75 million.

Sales in Europe rose by 0.7% year-on-year to ¥5.2 billion. In
local currency terms, sales grew by €4 million, or 13.4%, to €36
million.

LIPITOR®

In Japan, the market for statins grew 1.3% on an NHI drug price
basis to ¥281.3 billion. The hypercholesterolemia treatment
Lipitor® recorded a 38.3% share of this market, which represented
a year-on-year fall in share of about a percentage point.

Although the NHI drug price revision in April 2008 resulted in
a price reduction of about 5.4%, this was offset by sales volume
growth of around 4%. The introduction of new products further
increased competition within the statins market. Amid these
conditions, Astellas continues to strengthen co-promotional
efforts with Pfizer Japan and take advantage of extensive clinical
evidence of efficacy to maximize value for Lipitor®. At the same
time, Astellas is working to raise patient awareness of the impor-
tance of LDL cholesterol reduction therapy as part of broader
efforts to educate patients about hypercholesterolemia.

MICARDIS®

The Japanese angiotensin Il receptor blocker (ARB) market grew to
¥514.3 billion in fiscal 2008. An NHI drug price reduction of around
10.1% was imposed on all products in this category in the April
2008 NHI drug price revision following a recalculation of the size of
the ARB market. Double-digit volume gains offset this effect,
resulting in growth of 4.6% over the previous year for the category
as a whole. Micardis® was the third-ranked product with a market
share of 14.1%, which was on a par with the figure achieved in the
previous year. Sales of Micardis® are continuing to grow in line with
the expanding ARB market owing to product characteristics such
as a long-acting effect and almost complete excretion in the bile.
Astellasis co-promoting Micardis®in Japan with Nippon Boehringer
Ingelheim.
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GASTER®

The NHI drug price revision reduced prices of the H. receptor
antagonist Gaster® by about 4.8% for the oral formulation and
about 4.7% for the injectable formulation. Japanese authorities
continue to introduce various measures to promote increased
use of generics. In April 2008, the rules affecting prescribing were
changed to make generic substitution easier.

As a result of this change, the share of generics within famo-
tidine products increased from over 10% to approximately 17%
(excluding direct sales).

In fiscal 2008, Gaster® recorded a 20.9% share of the overall
Japanese market for Hz receptor antagonists and proton pump
inhibitors (PPI), a decline of 3.1 percentage points in year-on-
year terms. This result made Gaster® the second-ranked drug in
this category.

MYSLEE®

The market in Japan for insomnia treatments grew 6.8% in fiscal
2008 to ¥77.6 billion. Myslee® was the top drug in this category
with a share of 36.8%, a year-on-year gain of 3.7 percentage
points. Sales increased 19.5% despite an NHI drug price cut of
around 4.1% that was implemented in April 2008.

While the Japanese market for insomnia treatments continues
to expand, according to research commissioned by Japan's Minis-
try of Health, Labour and Welfare in 2000, there remains consider-
able latent potential. Astellas aims to continue strengthening
detailing capabilities in qualitative and quantitative terms in the
central nervous system (CNS) field by deploying specialist medical
representatives. Astellas is co-promoting Myslee® with Sanofi-
aventis in Japan.

SEROQUEL"®

The market in Japan for anti-schizophrenic agents grew 6.2% in
fiscal 2008 to ¥137.9 billion. Seroquel® ranked third in this market
with a share of 17.0%, up 0.6 percentage points in year-on-year
terms. This market has shifted away from conventional antipsy-
chotics following the introduction of atypical antipsychotics, and
this trend is driving the expansion of the overall market. Astellas is
working to increase prescriptions of Seroquel®, primarily through
the efforts of specialist CNS medical representatives.



CELECOX®

Launched in June 2007, Celecox® is a selective COX-2 inhibitor
indicated in the treatment of rheumatoid arthritis (RA) and
osteoarthritis (OA). Prescription growth is being generated primar-
ily from specialists in these diseases at present. Although the NHI
drug price revision in April 2008 reduced the price of Celecox® by
4.2%, sales volumes increased significantly during the year as
restrictions on its long-term prescription were lifted. As a result,
sales of Celecox® rose by ¥6.7 billion, or 178.7%, in year-on-year
terms to ¥10.4 billion.

Regulatory approval was gained in June 2009 for the additional
indication of lumbago. Going forward, Astellas plans to strengthen
co-promotional efforts with Pfizer Japan while continuing to
encourage appropriate product use.

GENINAX®

Sales of Geninax® continued to expand steadily following its
launch in October 2007. Sales in fiscal 2008 totaled ¥6.4 billion,
an increase of ¥2.6 billion, or 71.9%, compared with the previous
year. The category market share of Geninax® increased from 5%
to 10%. Going forward, Astellas plans to continue promoting
appropriate usage through co-promotional efforts with Taisho
Toyama Pharmaceutical.

( ADENOSCAN®/LEXISCAN® >

Following the US launch of Lexiscan® in June 2008, total sales of
these pharmacologic stress agents Adenoscan® and Lexiscan® on
alocal currency basis, grew by US$61 million, or 18.8%, to US$390
million. The introduction of Lexiscan® was smooth, and the new
product notched up US$93 million in sales in its first year on the
market. Total sales of the two products in fiscal 2008 increased by
¥1.6 billion, or 4.5%, to ¥39.3 billion, reflecting the impact of the
yen strengthening against the US dollar.

ELIGARD®

Boosted by a strong performance from the six-month formulation,
sales in Europe of the advanced prostate cancer treatment Eligard®
rose 52.2% in year-on-year local currency terms, increasing by €29
million to€87 million. Reflecting the appreciation of the yen, fiscal
2008 sales of this product increased by ¥3.2 billion, or 35.2%, to
¥12.5 billion.

SALES BY GEOGRAPHICAL AREA

(¥ billion)

20083 2009.3

Consolidated ¥972.6 ¥965.7
Japan 505.6 510.5
North America 194.5 188.9
Europe 2446 239.1
Asia 27.8 27.2

* Sales to outside customers

- Japan

Sales of ethical pharmaceuticals in Japan rose 2.8% in fiscal 2008 to
¥491.5 billion. Sales of others, including exports to third parties,
declined, reflecting lower sales to the US licensee after the expiry
of the US patent on Cefzon®, an oral cephalosporin antibiotic, as
well as the impact of currency movements.

- North America

Sales in North America declined 2.9% to ¥188.9 billion as the
result of the appreciation of the yen against the US dollar, among
other factors. Substantially increased sales of Prograf® and
VESIcare® and the launch of Lexiscan® in June 2008 contributed
to a 10.4% advance in sales in local currency terms to US$1,878
million. Other products that recorded higher sales included
Protopic® and Mycamine®.

- Europe

Sales in Europe declined 2.3% to ¥239.1 billion, due primarily to
the appreciation of the yen against the euro during the year. Sales
grew substantially on a local currency basis, boosted by strong
growth in sales of Prograf®, Vesicare® and Eligard®, together with
increased revenue from bulk sales and royalty revenues for tam-
sulosin due to favorable licensee sales under the brand name of
Flomax® in the US. Sales of tamsulosin by Astellas under the brand
name Omnic® were flat despite the impact of generic competi-
tion. Total sales in the region in local currency terms were €1,666
million, an increase of 10.0% compared with the previous year.

- Asia

Besides growth generated by Prograf® and Harnal®, new products
such as Vesicare® and Mycamine® also contributed to higher sales.
Regional sales declined 2.2% to ¥27.2 billion, reflecting mainly the
impact of the Korean won's depreciation against the yen.

ASTELLAS PHARMA INC.  ANNUAL REPORT 2009 p9.59



OVERSEAS SALES

SELLING, GENERAL AND ADMINISTRATIVE (SG&A) EXPENSES

(¥ billion) (¥ billion)

20083 2009.3 20083 2009.3

Overseas sales ¥489.6 ¥469.0 SG&A expenses ¥4173 ¥450.9

North America 2471 235.0 SG&A ratio 42.9% 46.7%

Europe 1956 180.4 Personnel expenses 120.1 115.1
Asia 344 359 Advertising & sales

Other 124 17.7 promotional expenses 83.0 84.8

Consolidated net sales 9726 965.7 R&D expenses 1345 159.1

Overseas sales ratio 50.3% 48.6% Other 79.6 91.8

Overseas sales are attributed by the location of customers.

Overseas sales declined 4.2% in fiscal 2008 due to the impact
of the yen's appreciation against the US dollar and the euro.

In North America, sales were boosted by strong sales perfor-
mances from Prograf® and VESIcare® as well as tamsulosin bulk sales
and royalty revenues from Bl. In yen terms, however, sales were lower
than in the previous year.

In Europe, sales declined in yen terms despite increased sales
of Prograf®, Vesicare® and Eligard®.

In Asia, while sales of products such as Prograf®, Harnal® and
Vesicare® increased in local currency terms, regional sales were
affected by foreign exchange movements. The export sales
booked within the Asia segment also increased favorably.

Overall, the overseas sales ratio for fiscal 2008 was 48.6%.

COST OF SALES .
(¥ billion)
20083 2009.3
Net sales ¥972.6 ¥965.7
Cost of sales 2793 264.4
Cost of sales ratio 28.7% 27.4%

Cost of sales declined by 5.3%, or ¥14.9 billion, to ¥264.4 billion.

The cost of sales ratio improved by 1.3 percentage points rela-
tive to the previous year, falling to 27.4%. Reduced manufacturing
costs and the impact of foreign exchange fluctuations on elimina-
tion of unrealized gains helped to offset the effect of the NHI drug
price revision in Japan. Changes in product composition did not
exert any significant net effect on the cost of sales ratio.
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* SG&A expenses include R&D expenses

Including R&D expenses, SG&A expenses increased ¥33.5 billion, or
8.0%, in year-on-year terms to ¥450.9 billion. The ratio of SG&A
expenses to net sales was 46.7%, an increase of 3.8 percentage
points.

Personnel expenses fell ¥5.0 billion, or 4.2%, to ¥115.1 billion.
These expenses were flat in Japan, but were ¥4.5 billion lower in
Europe and the United States due to the effects of a stronger yen.
The number of sales, marketing and administrative staff increased
in North America, which pushed up personnel expenses in local
currency terms. Personnel expenses declined in Europe due to
currency effects as well as the impact of functional reorganization.
The dip in personnel expenses in fiscal 2008 also reflected the pay-
ment of special incentive bonuses to employees during the previ-
ous year.

Advertising and sales promotional expenses increased by ¥1.7
billion, or 2.1%, to ¥84.8 billion. These expenses increased by ¥2.1
billion in Japan. Promotional spending in Japan included efforts to
raise patient awareness of conditions such as hypercholester-
olemia and insomnia as well as increased spending on corporate
brand advertising. Promotional costs declined by ¥0.5 billion in
Europe and the US, primarily due to the effects of yen appreciation.
Factors pushing up these expenses included increased payments
to GSK due to higher sales of VESIcare® in the US and launch costs
relating to the introduction of Lexiscan® in the US and Mycamine®
in Europe.

Other SG&A expenses were ¥12.2 billion higher than in the
previous year, at ¥91.8 billion. Within this figure, goodwill amortiza-
tion costs relating to the Agensys acquisition increased by ¥5.7
billion to ¥7.4 billion.



R&D EXPENSES -
(¥ billion)
20083 2009.3
R&D expenses ¥134.5 ¥159.1
R&D ratio 13.8% 16.5%

R&D expenses increased by ¥24.6 billion, or 18.3%, to ¥159.1 billion.
The ratio of R&D expenses to net sales was 16.5%, an increase of 2.7
percentage points compared with the previous year.

Astellas is actively engaged in R&D activities with the aim of
generating sustained growth over the medium and long term
through early and ongoing discovery of a stream of innovative and
useful new drugs in therapeutic areas where effective treatments
do not exist currently and there is a high degree of unmet medical
needs. Drug discovery efforts are selectively targeting the six stra-
tegic therapeutic areas of urology, inflammation/immunology,
CNS/pain, diabetes, infectious diseases (including viral infections),
and cancer. To further improve the speed and quality of drug dis-
covery research, Astellas completed the construction of new
research buildings at the Tsukuba Research Center (Miyukigaoka)
in September 2008. Drug discovery research functions were con-
solidated at the Tsukuba site in April 2009. Astellas is also actively
seeking to upgrade drug discovery capabilities further through
the reinforcement of technological platforms by establishing a
presence in therapeutic antibody technology. This approach
promises to supplement the Group's traditional strengths in small
molecule synthesis and fermentation technology.

In clinical development, the Group aims to speed up the pace
of development programs by concentrating resources on the
highest priority projects. During fiscal 2008, further progress was
made in the development of in-house compounds such as YM178,
YM150 and ASP1941. A number of therapeutic antibodies created
by Agensys also entered clinical development. Separately, to create
a management structure capable of making quick, precise devel-
opment-related decisions, Astellas Pharma Global Development
(APGD) was set up in the United States to act as the Group's global
development headquarters. APGD commenced operations in
April 2008. Further organizational changes were made in April
2009 to strengthen the operational base for global clinical devel-
opment, to upgrade project management functions, and to
enhance the capabilities of the Group in terms of devising and
executing drug development strategy.

Alongside the development of compounds discovered in-
house, the Group also actively seeks to expand and improve the

drug pipeline through the development of compounds licensed
from other companies. The Group concluded a number of licens-
ing agreements during fiscal 2008. In April 2008, Astellas signed an
exclusive worldwide agreement with CoMentis of the United
States to collaborate on the research, development and commer-
cialization of beta-secretase inhibitors for the treatment of
Alzheimer's disease. In September 2008, Astellas concluded an
agreement with Maxygen of the United States granting Astellas
worldwide rights to develop and commercialize Maxygen's
MAXY-4 lead candidates for the indications of organ transplant
rejection and all autoimmune diseases. In March 2009, Astellas
terminated a licensing agreement with a subsidiary of NeuroSearch
A/S of Denmark for the antipsychotic agent ASP2314/ACR16.

The Group withdrew two submissions for regulatory approval
during fiscal 2008. In October 2008, a European marketing autho-
rization application was withdrawn for telavancin, an antibiotic
in-licensed from US-based Theravance, Inc. with a target indica-
tion in the treatment of complicated skin and soft tissue infections
(cSSTI). In January 2009, the Group withdrew an application for the
modified release formulation of the immunosuppressant FK506
that had been filed in the United States.

In August 2008, the US Food and Drug Administration (FDA)
issued an approvable letter for vernakalant, an injectable antiar-
rhythmic agent that had been licensed from and jointly developed
with Cardiome Pharma Corp. of Canada. In February 2009, follow-
ing the issuance of an approvable letter in October 2007, the US
FDA also issued a Complete Response letter to Theravance for the
regulatory application submitted for telavancin for the target indi-
cation of complicated skin and skin structure infections (cSSSI)
caused by Gram-positive bacteria. A reply has been submitted to
the FDA.

OPERATING INCOME

(¥ billion)

20083 2009.3

Net sales ¥972.6 ¥965.7
Operating income 2759 250.4
Operating margin 284% 25.9%

Operating income declined by ¥25.5 billion, or 9.2%, to ¥250.4
billion. Although the gross margin improved by 1.3 percentage
points, the operating margin was 2.5 points lower than in the
previous year due to a higher ratio of R&D expenses to sales.

ASTELLAS PHARMA INC.  ANNUAL REPORT 2009 pg.61



OTHER INCOME AND EXPENSES

Interest and dividend income declined by ¥3.6 billion to ¥114
billion. This mainly reflected a drop in interest income primarily
due to lower interest rates.

Astellas recorded an exchange gain of ¥9.3 billion mainly on
the US dollar-denominated assets of European subsidiaries due
to the effect of the euro strengthening against the US dollar. In
the previous year, euro depreciation against the US dollar had
resulted in an exchange loss of ¥14.9 billion.

An expense of ¥2.5 billion was recorded for special retirement
benefits relating to the implementation of an early retirement
program ata US production plantin Norman, Oklahoma in October
2008, accompanying the expiry of the US patent for tamsulosin
(Flomax®). Astellas had booked ¥13.0 billion in special retirement
benefits in fiscal 2007 in conjunction with an early retirement
program implemented in Japan.

Aloss on devaluation of investment securities of ¥2.0 billion was
recognized mainly due to the write-down of corporate bonds.

An expense of ¥1.4 billion was recognized as compensation
for cancellation of contracts in relation to the transfer of subcon-
tractor personnel as employees into the Group at one of the
Group's domestic production subsidiaries.

FOREIGN EXCHANGE TRENDS ®

20083 2009.3
us$ ¥100 ¥ 98
€ 158 130

INCOME BEFORE INCOME TAXES AND MINORITY INTERESTS,
INCOME TAXES, AND NET INCOME
Income before income taxes and minority interests declined by
¥6.1 billion, or 2.3%, in year-on-year terms to ¥262.7 billion.
Incomes taxes increased by ¥0.4 billion, or 0.5%, to ¥89.6 bil-
lion. The effective tax rate was 0.9 percentage points higher at
34.1% mainly due to amortization of goodwill relating to the
acquisition of Agensys.
Reflecting the factors outlined above, net income decreased
by ¥6.5 billion, or 3.6%, to ¥171.0 billion.
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CONSOLIDATED FORECASTS FOR YEAR ENDING MARCH
31,2010 (FISCAL 2009) (ANNOUNCED MAY 2009)

NET SALES

Net sales are forecast to increase by ¥2.3 billion, or 0.2%, to
¥968.0 billion.

By product, Astellas expects sales of Vesicare® to continue
expanding globally, with growth also coming from Funguard®/
Mycamine®. Sales of Prograf® and Harnal® are expected to decline
due to increased generic competition following the expiry of the
respective substance patents in Europe and the United States.

In Japan, Astellas expects sales of ethical pharmaceuticals to
increase, with growth led by major products such as Lipitor® and
Micardis® as well as Celecox® and other new products.

In North America, Astellas expects sales growth from VESIcare®,
Mycamine® and Lexiscan® to offset an anticipated decline in sales
of Prograf® following the expiry of the US substance patent.

In Europe, Astellas forecasts contributions to sales growth from
Vesicare®, Eligard® and Mycamine®. Sales of Prograf® and Harnal® are
expected to decline following the expiry of the European substance
patents. Appreciation of the yen against the euro is also expected to
depress regional sales.

In Asia, the strength of the yen against the Korean won is
expected to be the main factor negatively affecting regional sales
performance.

OPERATING INCOME
Operating income is forecast to decline by ¥35.4 billion, or 14.1%,
to ¥215.0 billion.

Gross profit is expected to be lower due to projected changes
in product composition, which will tend to push up the cost of
sales ratio.

R&D expenses are projected to increase by ¥9.9 billion, or 6.2%,
to ¥169.0 billion. The main factors pushing up R&D expenses are
late-stage clinical development projects for YM178, YM150 and
other compounds, higher depreciation costs relating to the new
research buildings at Tsukuba, and increased R&D costs incurred at
Agensys. The ratio of R&D expenses to net sales in fiscal 2009 is
estimated to rise to 17.5%.

Excluding R&D expenses, SG&A expenses are projected to
increase due to higher sales promotional expenses associated
with launches of new products, together with an increase in good-
will amortization costs relating to the Agensys acquisition.



NET INCOME
Net income is projected to decline by ¥36.0 billion, or 21.0%, to
¥135.0 billion.

This forecast is based on an assumed deterioration in net
financial income, as well as an anticipated slight increase in the
effective tax rate.

EFFECT OF CURRENCY MOVEMENTS
Astellas forecasts negative impacts on net sales and operating
income of ¥28.0 billion and ¥18.0 billion, respectively, due mainly
to yen appreciation against the euro.

FISCAL 2009 FORECASTS

(¥ billion)
2010.3
2009.3 (Forecasts)
Net sales ¥965.7 ¥968.0
Operating income 2504 215.0
Net income 171.0 135.0
¥

Average foreign exchange rates
USs$1 ¥101 ¥100
€1 143 130

NUMBERS OF EMPLOYEES
As of March 31, 2009, the Astellas Group employed 14,261 people
(a year-on-year increase of 595).

Employee headcount was 7,522 in Japan (up 69) following
slight increases in personnel in sales, marketing and other divi-
sions. Employee numbers in North America were 2,318 (up 234),
reflecting further recruitment at the sales, marketing and R&D divi-
sions as well as exceptional factors that included the classification
of subcontracting expenses as personnel expenses. Employee
numbers in Europe were 3,390 (up 213), reflecting the establish-
ment of a local subsidiary in Turkey, a stronger presence within the
field of infectious diseases, and the hiring of additional medical
representatives (MRs) in Russia, Spain and other markets based on
good prospects for further sales growth. The Group also recruited
more MRs in South Korea and China, pushing up total headcount
in Asia to 1,031 (up 79).

The total number of MRs employed by the Astellas Group
worldwide was 5,150 at the end of March 2009, a year-on-year
increase in the sales force of 150 people.

NUMBER OF EMPLOYEES BY GEOGRAPHICAL AREA

(persons)

20083 2009.3

Japan 7453 7,522
North America 2,084 2,318
Europe 3,177 3,390
Asia 952 1,031
Total 13,666 14,261
NUMBER OF MRS BY GEOGRAPHICAL AREA (persons)
2008.3 2009.3

Total 5,000 5,150
Japan 2,400 2,400
North America 880 890
Europe 1,300 1,350
Asia 500 580

FINANCIAL CONDITION

ASSETS

Total assets as of March 31, 2009 amounted to ¥1,348.4 billion. This
figure was ¥90.7 billion, lower than at the previous fiscal year-end.

Current assets of ¥963.6 billion were ¥13.6 billion lower than
a year earlier. This reflected a drop in cash and cash equivalents
of ¥50.7 billion to ¥409.8 billion.

At ¥181.4 billion, net property, plant and equipment was ¥1.6
billion higher than a year earlier. Buildings and structures increased
by ¥14.6 billion to ¥234.0 billion following the completion of new
buildings at the Tsukuba Research Center in Miyukigaoka. For the
same reason, the value of construction in progress was ¥11.6
billion lower at ¥14.0 billion.
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Investments and other assets dropped by ¥78.6 billion to
¥203.4 billion. Investment securities as of March 31, 2009 was
¥89.3 billion, a year-on-year drop of ¥68.0 billion. This was due to
a number of factors, including the transfer of some investment
securities to current assets, and a decline in the carrying values of
certain securities due to stock market falls. Goodwill associated
with the Agensys acquisition declined by ¥2.9 billion to ¥26.4
billion. Goodwill declined from ¥29.3 billion (US$292.6 million) at
the end of March 2008 to a balance of ¥26.4 billion (US$268.5
million) at the end of March 2009. In fiscal 2008, milestone pay-
ments relating to the entry of therapeutic antibodies into Phase 1
development and the successful transfer of Regeneron’s
Veloclmmune® mouse technology were booked as goodwill.
Amortization expense of ¥7.4 billion (US$74.1 million) was
recorded in fiscal 2008. Other intangible assets fell by ¥6.7 billion
to ¥32.0 billion.

LIABILITIES
Total liabilities of ¥318.2 billion at March 31, 2009 represented a
decline of ¥10.1 billion, compared with the previous fiscal year-end.
Current liabilities of ¥283.6 billion were ¥1.0 billion lower than
a year earlier. This reflected a decline of ¥6.4 billion in accrued
expenses to ¥55.1 billion.
Total long-term liabilities of ¥34.7 billion were ¥9.1 billion
lower than a year earlier. This reflected a drop of ¥2.5 billion in
accrued retirement benefits for employees to ¥15.0 billion.

NET ASSETS
Net assets totaled ¥1,030.2 billion at the fiscal 2008 year-end. This
figure was ¥80.6 billion, lower than at the previous fiscal year-end.
Total shareholders’ equity amounted to ¥1,081.9 billion at
March 31, 2009, a decline of ¥11.0 billion compared with a year
earlier. Major items included net income of ¥171.0 billion, payments
of ¥58.6 billion in cash dividends from retained earnings, and
acquisition of the Company’s own shares totaling ¥123.4 billion.
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Valuation, translation adjustments and others became —¥52.9
billion. This represented a net decline of ¥69.9 billion from the
previous fiscal year-end. Reflecting share market falls, the unreal-
ized holding gain on securities dropped by ¥17.8 billion to ¥10.0
billion. Translation adjustments decreased by ¥52.0 billion in year-
on-year terms to —¥62.9 billion. This was principally due to the
year-end value of the yen being stronger than at the end of March
2008 against both the US dollar and the euro.

LIQUIDITY AND FINANCING

To strengthen and develop the ethical pharmaceutical business,
Astellas is constantly working to build market share in the Japanese
market, while also developing a global sales and marketing net-
work to boost Astellas’ presence in overseas markets. Moreover,
the Group continues to reinforce R&D capabilities to maintain a
strong drug discovery capability. In addition, the Company is pur-
suing in-licensing activities globally in order to strengthen its
pipeline as part of pursuing strategic business investment
opportunities.

A sufficient level of liquidity is maintained to enable the
Group to target such strategic investment opportunities while
also supplying working capital and funding capital expenditures.
As of the end of March 2009, the Group's balance sheet carried
no interest-bearing debt other than lease obligations.

As outlined in the section on business risks, the Group's
pharmaceutical operations face a varied set of risks that are
peculiar to the industry.

Going forward, in the event of demand for funding, the
Group's financial policy is to maintain a healthy balance sheet at
all times by raising capital smoothly.



CASH FLOWS

The balance of cash and cash equivalents at the end of March 2009
was ¥409.8 billion, a decline of ¥50.7 billion compared with the
previous fiscal year-end.

CASH FLOWS FROM OPERATING ACTIVITIES

Net cash provided by operating activities amounted to ¥197.8
billion, an increase of ¥10.9 billion in year-on-year terms. Major
factors included a fall in income before income taxes and
minority interests of ¥6.1 billion to ¥262.7 billion, and a decline
in income taxes paid of ¥11.7 billion to ¥86.5 billion.

CASH FLOWS FROM INVESTING ACTIVITIES

Net cash used in investing activities totaled ¥29.0 billion, an
increase in cash outflow of ¥20.6 billion compared with the previ-
ous year. Major factors included a sharp decline in the amount of
cash generated by decreases in short-term investments, to ¥24.5
billion (a year-on-year fall of ¥39.9 billion), and an increase of ¥9.3
billion to ¥36.7 billion in cash used for purchases of property, plant
and equipment, including the completion of the new buildings at
the Tsukuba Research Center in Miyukigaoka. Proceeds from sales
of property, plant and equipment were also lower than in the
previous year, dropping by ¥12.1 billion to ¥5.8 billion. A cash
outflow of ¥40.4 billion had been recorded in the previous fiscal
year relating to the acquisition of shares in Agensys.

CASH FLOWS FROM FINANCING ACTIVITIES

Net cash used in financing activities totaled ¥184.7 billion, an
increase of ¥53.3 billion compared with the previous year. Major
factors included cash outflows due to purchases of treasury stock,
which increased by ¥41.7 billion relative to the previous year to
¥123.6 billion, and a year-on-year increase in cash dividends of
¥12.7 billion to ¥58.6 billion.

CAPITAL EXPENDITURES

Astellas makes capital expenditures on an ongoing basis with the
aim of reinforcing R&D, production, sales and marketing capabilities
and boosting operational efficiency. Capital expenditures in fiscal
2008 totaled ¥37.6 billion (based on the value of property, plant and
equipment). Capital spending was financed mainly from internal
cash flow.

Capital expenditures in the pharmaceutical and related prod-
ucts business segment were directed at improving productivity
through reorganization and consolidation of drug discovery
research functions. Major expenditures included the construction
of new research buildings at the Tsukuba Research Center (located
in Miyukigaoka, Tsukuba, Ibaraki Prefecture). Other capital spend-
ing was undertaken to upgrade and renew various functional
capabilities and equipment across production and research.

Capital spending is forecast to increase 0.1% to ¥37.7 billion in
fiscal 2009.

NET INCOME, CASH DIVIDENDS AND NET ASSETS
PER SHARE

PER SHARE DATA ®
2008.3 2009.3

Net income
Basic ¥ 349.89 ¥ 356.11
Diluted 349.71 355.90
Cash dividends 110.00 120.00
Net assets 2,228.34 2,189.26

POLICY ON SHAREHOLDER RETURNS
Astellas is working to improve capital efficiency with the aim of
achieving sustained growth in enterprise value. The Group's
extensive reserves of cash and cash equivalents are prioritized for
use in investments to generate growth in the pharmaceuticals
business. The Group also actively seeks ways to increase returns
to shareholders.

Based on earnings growth over the medium and long term, the
Group aims to raise dividends in a sustained fashion.

Astellas’ policy is to buy back its own shares as considered
appropriate as a means of providing shareholder returns. Treasury
stock acquisitions in fiscal 2008 are summarized to the right.
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TREASURY STOCK
20083 2009.3
Number of shares bought back 16,330 thousand 28,085 thousand
Acquisition cost ¥81.9 billion ¥123.6 billion
Number of shares cancelled 45,000 thousand 15,000 thousand
Amount cancelled ¥219.5 billion ¥72.1 billion
TOTAL NUMBER OF SHARES ISSUED
(thousand of share)
20083 2009.3
Total number of shares issued 518,965 503,965
Shares in treasury 20,881 33,948
ROE AND DOE
(%)
20083 2009.3
ROE 16.1 16.0
DOE 5.0 54

Return on equity (ROE) was 16.0% in fiscal 2008, compared with
16.1% in fiscal 2007. The DOE ratio rose by 0.4 percentage points

to 5.4%.
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BUSINESS RISKS

The main risks that could significantly impact the business results
and financial position of the Astellas Group are outlined below.

« Inherent uncertainties in pharmaceutical R&D
In general, the probability of discovering a promising compound
through drug discovery research is not high. Further, it takes a
large amount of investments and a great deal of time to success-
fully launch a new product after discovery of a new compound.
However, it may be necessary to discontinue clinical development
if the effectiveness of a drug is not proven as initially expected, or
if safety issues arise. In addition, pharmaceuticals are subject to
legal restrictions in each country, so that authorization from local
regulatory authorities is a prerequisite for a product launch in each
country. It is difficult to accurately foresee if and when approvals
for new products can be obtained.

The Astellas Group's research and development activities are
subject to these inherent risks.

- Sales-related risk

The pharmaceutical industry operates in a highly competitive
environment characterized by rapid technological innovation. The
Astellas Group faces fierce competition from drug makers and
generics manufacturers based in Japan or overseas. The launch of
competitive products by rivals could impact the Astellas Group’s
business results significantly.

« Intellectual property (IP) risk

The Astellas Group's ethical pharmaceuticals business benefits
from the protection of many patents. Although the Astellas Group
manages intellectual property rights properly and is vigilant
against third-party violation of such rights, the adverse impact on
the Astellas Group’s business results of actual IP violations may still
be substantial. The Astellas Group's business results are also subject
to the outcome of litigation undertaken by the Astellas Group to
protect patents where infringement has occurred.

While the Astellas Group strives to ensure that its actions do
not infringe the IP rights of other parties, there is a risk of litigation
in the event of any inadvertent violations. Such litigation could
also impact the Astellas Group's business results significantly.



« Risks relating to product side effects and safety

Any problems arising due to serious side effects or other safety
issues that are caused by the Astellas Group's products could
impact the Astellas Group’s business results significantly.

- Pharmaceutical regulatory risk

The ethical pharmaceutical business is governed by a wide vari-
ety of regulations in each country. In Japan, for example, the
authorities periodically revise the NHI drug prices. Governments
in developed countries in particular continue to adopt measures
aimed at containing medical expenditures. Any trend toward
stricter regulations governing the development, manufacture or
distribution of pharmaceuticals is a factor that could impact busi-
ness results.

+ Environment-related risks

The Astellas Group is careful to observe laws and regulations relat-
ing to environmental or health and safety issues, and has insti-
tuted internal standards that aim to exceed most statutory
requirements. Despite such precautions, the costs involved in the
unlikely event of a business-related incident causing a serious
breach of compliance in this area could impact the Astellas
Group's business results significantly.

- Foreign exchange rate fluctuations

The Astellas Group's business results and financial position are
subject to the impact of exchange rate fluctuations due to the
Astellas Group’s extensive international operations.

In addition to the risks outlined above, the Astellas Group is exposed
to a wide range of business-related risks, including but not limited
to (1) general commercial litigation, (2) delays or suspension of
manufacturing activities due to natural disasters or other factors,
and (3) partial dependence on licensing or sales agreements relat-
ing to pharmaceuticals developed by other companies.
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Consolidated Balance Sheets

Astellas Pharma Inc. and Subsidiaries
March 31, 2009 and 2008

Millions of
U.S. dollars
Millions of yen (Note 4)
ASSETS 2009 2008 2009
Current assets:
Cash and cash equivalents ¥ 409,827 ¥ 460,486 $ 4,182
Short-term investments (Note 16) 122,510 108,187 1,250
Notes and accounts receivable 242,053 238,370 2,470
Allowance for doubtful receivables (1,020) (648) (10)
241,033 237,722 2,460
Inventories (Note 5) 105,430 91,445 1,076
Deferred tax assets (Note 9) 67,564 68,000 689
Other 17,277 11,437 176
Total current assets 963,641 977,277 9,833
Property, plant and equipment, at cost:
Land 29,115 31,297 297
Buildings and structures 233,952 219,325 2,387
Machinery and equipment 216,929 224,022 2,214
Other 2,977 847 31
Construction in progress 13,964 25,524 142
Accumulated depreciation (315,489) (321,132) (3,219)
Property, plant and equipment, net 181,448 179,883 1,852
Investments and other assets:
Investment securities (Note 16) 89,315 157,315 911
Investments in and advances to affiliates 268 458 3
Goodwill 26,377 29,319 269
Other intangible assets 31,985 38,671 326
Deferred tax assets (Note 9) 46,223 39,734 472
Other 9,189 16,495 94
Total investments and other assets 203,357 281,992 2,075
Total assets ¥1,348,446 ¥1,439,152 $13,760

See accompanying notes to consolidated financial statements.
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Millions of

U.S. dollars
Millions of yen (Note 4)
LIABILITIES AND NET ASSETS 2009 2008 2009
Current liabilities:
Notes and accounts payable:
Trade ¥ 169,615 ¥ 166,105 $ 1,730
Construction 11,947 11,380 122
Accrued expenses 55,057 61,499 562
Accrued income taxes (Note 9) 39,682 38,047 405
Deferred tax liabilities (Note 9) 833 35 9
Other (Note 6) 6,419 7,464 66
Total current liabilities 283,553 284,530 2,894
Long-term liabilities:
Accrued retirement benefits for employees (Note 10) 15,030 17,492 153
Deferred tax liabilities (Note 9) — 258 —
Other (Note 6) 19,642 26,009 201
Total long-term liabilities 34,672 43,759 