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KISSEI

Profile

Guided by its management philosophy, the Kissei Group aims to make significant
contributions to society. We promote management policies that emphasize the
importance of shareholders, employees, local communities, history and culture,
and the environment.

The management vision underpinning our core pharmaceutical business challenges
Kissei Pharmaceutical Co., Ltd., to be an R&D-oriented pharmaceutical company
contributing to human health care with innovative drug products.

To this end, we promote research and development activities from the patient’s
perspective, striving to manufacture the highest quality pharmaceuticals while
providing and collecting information necessary to use the products safely.

At the same time, the Company has built a total marketing structure and undertaken
other activities to make its operations efficient.

Each Group company assists with pharmaceutical business while leveraging our

leading technology to develop operations domestically and internationally.
The Company has successfully launched a number of new drugs as scheduled.
Glufast®, a rapid onset and short-acting insulin secretagogue, was launched in 2004;
Salagen®, a therapeutic agent for dry mouth induced by radiation therapy for head
and neck cancer was introduced in 2005; and Urief ®, used for the treatment of
dysuria associated with benign prostatic hyperplasia (BPH), was put on the market
in 2006. In addition, in May 2007, we received approval in Japan for an additional
indication of Glufast® for combination therapy with a-glucosidase inhibitor,
Alpha-GI.

The Company’s highest management priorities are to achieve a recovery in profits

by increasing sales of such new drugs and to enhance the Company’s R&D pipeline
to achieve sustainable growth.




Financial Highlights

Kissei Pharmaceutical Co., Ltd. and its subsidiaries Years ended March 31

For the Year

Net Sales

R&D Expenses
Capital Investment
Operating Income
Net Income

At Year-End
Total Assets
Total Net Assets

Per Share (Yen and Dollars)
Net Income?

Primary

Fully-Diluted
Cash Dividends

Key Ratios (%)
Operating Income Margin
Shareholders’ Equity Ratio

Number of Employees

Thousands of

Millions of Yen

2006

¥64,008
10,574
2,284
1,877
2,045

¥174,115
124,260

¥37.3
33.5
24.0

2.9
71.4

1,759

U.S. Dollars!
2007 2007
¥64,216 $544,203
10,473 88,754
3,954 33,508
2,646 22,424
1,570 13,305
¥163,584 $1,386,305
123,232 1,044,339
¥28.9 $0.245
271 0.230
28.0 0.237
41%
75.3
1,777

1. U.S. dollar amounts are translated at the rate of ¥118=U.S.$1, the approximate effective rate of exchange at March 31, 2007.
2. Net income per share is computed based on the weighted average number of shares of common stock after subtracting the weighted

average number of shares of treasury stock for the year.
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A Message from the President

REVIEW OF OPERATIONS

OVERVIEW OF OPERATIONS IN
THE YEAR UNDER REVIEW

While experienced a slowdown in overseas economies, rising interest
rates, and continued surging oil prices, the Japanese economy in the
year under review maintained a private-sector-led moderate recov-
ery, supported by such factors as increased capital investment on the
back of strong corporate earnings and firm consumer spending.

The pharmaceutical industry faced a more difficult environment
due to the effects of government policies aimed at curbing medical
treatment costs, which are pursued through the promotion of
generic drugs and other measures, and NHI drug price revisions
in April 2006. Such industries as information services, retailers, and
construction remained on a recovery track, evident in such trends
as increasing IT investments on the back of strong corporate profits.
However, competition remained intense, with expenditure
on public works projects continuing to decline and sustained
fierce price competition.

In this environment, we launched Urief® (generic name: silo-
dosin), a novel drug for dysuria associated with benign prostatic
hyperplasia (BPH) in May 2006. At the same time, we cultivated
Glufast®, a rapid onset and short-acting insulin secretagogue
launched in May 2004, and Salagen®, a therapeutic agent for dry
mouth induced by radiation therapy for head and neck cancer
launched in September 2005. In addition, we actively collected
and provided information on existing pharmaceutical products.
Further, in September 2006 we reverted the marketing rights of
the FreeStyle®Kissei portable blood glucose monitoring system,
which we launched in March 2002, to Nipro Corporation due to
the completion of the marketing contract period.

On the R&D front, we followed up applications for approval that
were underway for additional indications of Glufast® (application
made in October 2005 for combination therapy with c-glucosidase
inhibitor, Alpha-GI) and for additional indications of Salagen®
(application made in December 2005 as a therapeutic agent for dry
mouth in patients with Sjogren’s Syndrome). We pushed forward
with R&D under respective themes. We have conducted R&D
focused on low molecular weight drugs. We are developing drugs
for the biopharmaceutical market, which we expect to expand in
the future. Moreover, we are working aggressively to license out

products from our drug discovery. In April 2006, we concluded a
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licensing agreement with GlaxoSmithKline plc (U.K.) for our new
diabetes drug, KGA. In addition, in October 2006 sales commenced
of Glufast® in South Korea after the conclusion of a licensing
agreement with Choongwae Pharma Corporation (South Korea).

In other businesses, we are focusing on improving synergies
among Group companies by actively working to restructure
our operations.

As a result, in the fiscal year under review net sales reached
¥64.22 billion, a 0.3% increase from the previous year.

We recorded operating income of ¥2.65 billion, a year-on-year
increase of 40.9%, and net income of ¥1.57 billion, a 23.2% fall
from the previous year.

By operational segment, in pharmaceutical business Glufast®,
Salagen®, and our recently launched Urief® enjoyed increased
sales. However, existing products in our lineup experienced
decreasing sales due to the effect of NHI drug price revisions and
generic and competing drugs. The conclusion of our contract to
market the FreeStyle®Kissei portable blood glucose monitoring
system also affected performance in this segment. As a result, net
sales declined 1.9% from the previous year, to ¥55.58 billion. In
other businesses, we achieved higher sales in each of the following
areas: software development, computer rentals, and sales of infor-
mation equipment for information services operations; sales of
such commodities as noodles and materials for construction in the
retail sector; and construction projects in construction operations.
Net sales for other businesses increased 17.3% from the previous

year, to ¥8.64 billion.

OUTLOOK FOR THE CURRENT FISCAL YEAR
The pharmaceutical industry will likely continue to face a difficult
environment due largely to government efforts to reduce social
security costs by curtailing medical treatment expenses. The situa-
tion will be exacerbated by planned reforms of the medical system
in fiscal 2008. In other businesses, while capital investment will
probably continue rising against a backdrop of favorable corporate
earnings, we predict the operating environment will remain chal-
lenging due to price competition.

In this setting, we aim to establish a management structure to
leverage Group synergies. Further, we will bring to fruition past
investments implemented as part of our medium-term manage-

ment plan and strive to implement our growth strategy.



The table below shows our performance forecasts for March
2008.

CONSOLIDATED PERFORMANCE FORECAST (Millions of Yen)

Forecast for Year Ending ~ Results for Year Ended Change
March 2008 March 2007 (%)
Net Sales 64,300 64,216 0.1
Operating Income 4,050 2,646 53.1
Net Income 2,430 1,570 54.8
NET SALES

In pharmaceutical business, we aim to increase revenues by further
developing the new products Urief® and Glufast ®. In other busi-
nesses, we expect a fall in sales due to the current level of orders in
construction operations and the adoption of a new accounting
standard for the recording of net sales for software development in

information services operations.

INCOME

We will continue to actively invest in R&D and the cultivation of
new products mainly in pharmaceutical business. As a result, we
expect operating income and net income to increase as new prod-
ucts reduce the cost of sales as a percentage of net sales. We do not

forecast any non-operational or extraordinary income or losses.

MANAGEMENT STRATEGY

In April 2003, we started our five-year medium-term management
plan, the Evolution Plan, under which we are taking up the twin
challenges of reforming our profit structure and shifting toward a
growth phase. Reforming the profit structure involves focusing on
a number of key R&D areas and investing management resources
efficiently. In addition, as we maintain our current personnel struc-
ture, we are committed to cutting expenses by fundamentally chang-
ing various operational procedures. Finally, profit structure reform
also embraces the need for positive steps to develop strategic R&D
and sales partnerships with other firms and research institutions.
Shifting toward a growth phase involves the aggressive develop-
ment and sales of the three drugs Glufast® (diabetes), Salagen®
(dry mouth), and Urief® (dysuria associated with BPH). We
plan to apply for a total of five indications, including additional

indications, for each of the drugs in Japan and aim for rapid growth
of their markets. Regulatory approval has been granted for
Glufast®, Salagen®, and Urief ® in Japan, and sales have begun,
while in May 2007 we also received approval for an additional indi-
cation of Glufast® for combination therapy with a-glucosidase
inhibitor, Alpha-GI. We are currently waiting for approval for
additional indications of Salagen® as a therapeutic agent for dry
mouth in patients with Sjogren’s Syndrome.

Overseas, the Company continues to promote its licensing
business to generate milestone and royalty income. These efforts aim
to develop overseas markets for the Company’s original products as
rapidly as possible.

In the current fiscal year, the Company’s highest priorities are to
achieve a recovery in income by increasing sales of new products
and further enhance the Company’s R&D pipeline to achieve sus-
tainable growth. In addition, we will actively strengthen our corpo-
rate governance system and implement corporate social
responsibility management and maximize corporate value while

striving to be a company that our stakeholders trust.

June 2007

Mutsuo Kanzawa

President and Chief Executive Officer
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Main Products
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dysuria associated with benign prostatic hyperplasia (BPH)
type 2 diabetes

dry mouth

hypertension

allergy, hypertrophic scar, etc.

allergic conjunctivitis

acute cerebral thrombosis, etc.

bronchial asthma

threatened abortion and premature labor

hyperlipidemia

Parkinson’s disease, etc.

for patients with renal disease

for seniors

energy supplement
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Research and Development

R&D AND GLOBAL EXPANSION

The Kissei Group is promoting R&D activities in its core pharma-
ceutical business to realize the management vision of being an
R&D-oriented pharmaceutical company contributing to human
health care with innovative drug products. A description of our
R&D strategy and the current status of R&D in the pharmaceutical
business follows.

The first aim under our strategy is to strengthen our drug
discovery base. As part of our efforts to achieve this, in the fiscal
year under review we enlarged our Central Research Laboratories to
further enhance the speed and efficiency of our R&D. In April
2007, we completed the construction of the Joetsu Chemical
Laboratories, of which process research for bulk pharmaceuticals
will be conducted and bulk pharmaceuticals will be manufactured
for use in both clinical and nonclinical trials.

The second aim involves the focused application of management
resources to promote clinical development and the achievement of
early approval for priority drugs. In October 2005, we applied for
an additional indication of Glufast® for combination therapy with
the a-glucosidase inhibitor, Alpha-GI and received approval
in May 2007. In addition, having applied in December 2005, we
expect approval in the second half of fiscal 2008 for an additional
indication of Salagen®, as a therapeutic agent for dry mouth in
patients with Sjogren’s Syndrome. Moreover, the results of phase
IT and III clinical trials confirmed the benefit of an additional
indication of Glufast® as a combined therapy with an insulin sensi-
tizer and we submitted application for approval of an additional
indication in April 2007. In addition, in spring 2007 phase II and IIT
clinical trials commenced for the drug treatment for renal anemia
JR-013 (gene-spliced human erythropoietin). Also, phase II clinical
trials are progressing for KUC-7483, a therapeutic agent for overactive
bladder, while phase I clinical trials are under way for diabetic
medicine KGT-1681.

The third aim under our R&D strategy is promoting global
expansion. We are working to aggressively license out products from
our drug discovery and we view overseas licensing fees from our
drug discovery to be a future pillar of our revenues. In South Korea,
Choongwae Pharma Corporation, with which we have concluded
a licensing agreement, began marketing Glufast® in October 2006.
Phase III clinical trials for Glufast® underway in China, and in the
America, Flixir Pharmaceuticals Inc. with which we have conclud-
ed a licensing agreement, is in discussions with the FDA regarding

future clinical development.

Urief ® performed well in phase III controlled trials conducted by
Watson Pharmaceuticals, Inc., in the United States, and prepara-
tions are underway for an application. In Europe, Recordati S.p.A.
of Ttaly is currently implementing phase III clinical trials for the drug.
Furthermore, we are sharing and utilizing data with two companies
to achieve rapid and efficient development in Europe and North
America. In China, Daiichi Sankyo Co., Ltd. has started phase III
clinical trials for Urief ®, while in South Korea, Choongwae Pharma
Corporation is currently implementing phase III clinical trials.

In addition, GlaxoSmithKline plc is continuing phase II clinical
trials for KGT, which we licensed out to the company. We licensed
out KUR-1246 to MediciNova, Inc. (U.S.), which began Phase II
clinical trials for the drug, as a potential treatment for status asth-
maticus and is preparing for phase II clinical trials of the drug as a
potential treatment for threatened premature labor. For the new
diabetes treatment KGA, we concluded a licensing-out agreement
with GlaxoSmithKline plc in April 2006, which grants them with
exclusive development and marketing rights for KGA throughout
the world except for Japan, South Korea, China and Taiwan.
GlaxoSmithKline plc is implementing non-clinical trials to
further develop the drug.

In other businesses, we are actively investing in such areas as the
latest information technology for software development to create
platforms on which to expand operations.

Our R&D expenses in the consolidated fiscal year under review

totaled ¥10.47 billion, comprising 16.3% of net sales.

PHARMACEUTICAL BUSINESS

The Company continues to actively pursue R&D in its core areas,
which include urogenital, endocrinology and metabolism, with
particular emphasis on diabetes. Our total R&D expenses were
¥10.31 billion.

OTHER BUSINESSES

Aiming to develop operations on a global scale, we have established
a development system for medical software and other package
software, and we continue to develop and promote the next-

generation technology. Our total R&D expenses were ¥0.16 billion.
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DEVELOPMENT PORTFOLIO IN JAPAN (As of June 2007)

Brand Name
(Generic Name) /

Development

Stage Development Code  Product Origin Development Company Therapeutic Target
Salagen® MGI Pharma (U.S.) Kissei Dry mouth in patients with Sjogren’s Syndrome
(Pilocarpine)/ (additional indication)
KSS-694
Glufast® Kissei Kissei / Takeda (Japan) Improvement of postprandial plasma glucose
(Mitiglinide)/ (co-development) transition in patients with type 2 diabetes
KAD-1229 mellitus — combination therapy with insulin
sensitizer (additional indication)
SAEECRIVAIN JR-013 JCR (Japan) Kissei / JCR (Japan) Renal anemia on dialysis
(co-development)

Phase |l KUC-7483 Kissei Kissei Overactive bladder

Phase | KGT-1681 Kissei Kissei Type 2 diabetes
KVK-702 Vertex (U.S.) Kissei Rheumatoid arthritis

R&D PIPELINE OVERSEAS (As of June 2007)

Development  Generic Name /

Development

Stage Development Code  Company Territory Therapeutic Target

NDA Mitiglinide / Hikma (Jordan) Middle East Type 2 diabetes
KAD-1229

NDA Mitiglinide / Eisai (Japan) Asean Type 2 diabetes

preparation [ -BEVVE (10 countries)
Silodosin / Watson (U.S.) U.S., Canada and Mexico Dysuria associated with
KMD-3213 benign prostatic hyperplasia

Choongwae South Korea

Phase
Mitiglinide /
KAD-1229 ®

Silodosin /

Phase I KMD-3213 9 benign prostatic hyperplasia
oliclerleiien  Mitiglinide / USV (India) India Type 2 diabetes

KAD-1229 ®

Mitiglinide / Elixir (U.S.) North America, Central Type 2 diabetes

KAD-1229 © America, South America

VX-702 Vertex (U.S.) Rheumatoid arthritis

(KVK-702) (co-development)

KGT-1251, GlaxoSmithKline Countries of the world, Type 2 diabetes, obesity

KGT-1681 (U.K.) except Japan, South Korea,

Taiwan, and China
KUR-1246 MediciNova (U.S.) Countries of the world, Threatened premature labor,

(South Korea)
Recordati (Italy)
Daiichi Sankyo (Japan)
Kissei

Orient Europharma
(Taiwan)

Synmosa (Taiwan)

Notes: a) Clinical trials will not be required.
b) Phase | and phase Il studies will not be required.

¢) Under discussion with FDA.
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Europe, Middle East, Africa
China
China

Taiwan, Hong Kong

Taiwan, Hong Kong

except Japan

Type 2 diabetes

Dysuria associated with

status asthmaticus



Corporate Governance

BASIC APPROACH TO
CORPORATE GOVERNANCE

One of the core management challenge of the Company is to
strengthen its system of corporate governance to raise corporate value

and ensure consistent growth as a company with a clear raison d’etre.

EXPLANATION OF CORPORATE GOVERNANCE BODIES

Kissei’s Board of Directors sets basic strategies for the Company
and makes final decisions on all important matters while providing
oversight of business execution. In principle, the body convenes
once a month to engage in active debate over operations, with
priority on making prompt business decisions and increasing the
transparency of operations. There are no external board members.
The Company also has a corporate auditor system comprised of two
in-house and two external auditors. The corporate auditors join the
meeting of the Board of Directors and freely share their opinions.
One of the corporate auditors is also licensed as an attorney to
provide a special perspective on operations. Further, the two

external auditors have no special interests with the Company.

INTERNAL CONTROL SYSTEM AND
RISK MANAGEMENT STRUCTURE

The Kissei Group operates under the management philosophy of
“Contributing to society through high-quality, innovative pharma-
ceutical products,” and “Promoting public service by company

employees.” The Company has a Code of Conduct to guide employee

conduct. Upholding high ethical standards in R&D, manufacturing,
and sales activities is fundamental to our business as a company
involved in life sciences. In addition, Kissei has established

a Compliance Committee which advices by the Board of Directors
help ensure that all laws and regulations are followed both in letter
and spirit. A Compliance Program is conducted on a regular basis,
and as part of this program, our “Compliance Program Manual”
is continually updated and employees receive regular instruction
on the issue. Kissei has also created a Basic Policy on Internal
Controls, in which every employee is trained. Company rules, risk
management practices and other internal measures are promoted

based on this basic policy.

INTERNAL AUDITS

Kissei has an independent Auditing Department that reports directly
to the president. The four-member body conducts internal audits
across all departments and internal systems in the Company based
on a yearly auditing plan, ensuring that these departments are car-

rying out business activities in an appropriate manner.

INDEPENDENT AUDITOR

Kissei regularly undergoes outside auditing by an independent
auditor. The independent auditor engages in discussions with
member of the board, finance officers, and corporate auditors,

which aid the strengthening of the corporate governance structure.

Diagram of Corporate Governance Bodies and Internal Control System

General Meeting of Shareholders

Board of Directors
14 Directors

Board of Corporate Auditors
4 Corporate Auditors (2 external)

Independent Auditor

Board of Managing Directors

—

Management Committee

Risk Management Committee

Auditing Department

Executive in Charge of Risk Management

| Compliance Committee
Audit Executive in Charge of Ethics / Environment

| > Business Departments
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Financial Review

FINANCIAL POSITION

At fiscal year-end, total assets decreased 6.0%, or ¥10.53 billion, from
the previous fiscal year-end, to ¥163.58 billion. Current assets declined
8.5%, to ¥93.72 billion (¥102.47 billion at the end of last fiscal year).
Fixed assets decreased 2.5%, to ¥69.86 billion (¥71.65 billion at the
end of last fiscal year), compared with the previous fiscal year-end.

The decrease in current assets can be attributed to the allotment
of cash on hand and in banks and securities to the redemption of
convertible notes due 2006 and to funds for capital investment and
a decline in inventory assets, mainly product inventory. Fixed assets
because an increases in buildings and structures, due to the enlarge-
ment of the Central Research Laboratories and construction in
progress account, due to the construction of the Joetsu Chemical
Laboratories which were offset by reductions due to a change in
classification of bonds redeemable within the fiscal year to be held
to maturity from investments in securities to marketable securities
as well as a decline in market value of shares held.

Total liabilities at fiscal year-end fell 18.9%, or ¥9.41 billion,
compared with the previous fiscal year-end, to ¥40.35 billion.
Current liabilities decreased 29.4%, to ¥21.15 billion (¥29.94 billion
at the end of last fiscal year). Fixed liabilities declined 3.1%, to ¥19.21
billion (¥19.82 billion at the end of last fiscal year). The main reason
for the decrease in current liabilities was the redemption of convert-
ible notes due 2006. Fixed liabilities fell as a result of a decrease in
deferred tax liabilities for unrealized holding gains on investment
securities.

At the fiscal year-end, total net assets slipped 0.9%, or ¥1.12 bil-
lion, from the previous fiscal year, to ¥123.23 billion, due to a fall
in unrealized holding gains on securities.

FINANCIAL RESULTS

Opverall, consolidated net sales in the fiscal year under review reached
¥64.22 billion, a 0.3% increase from the previous fiscal year. In our
core pharmaceutical business, which accounts for a large part of net
sales, Glufast ®, Salagen®, and our recently launched Urief ® were
contributors to sales. However, existing products in our lineup expe-
rienced declines in sales due to the effect of NHI drug price revisions
and sales of generic and competing products. Further, the conclusion
of our contract to market FreeStyle®Kissei also negatively affected
sales. As a result, net sales declined 1.9% from the previous fiscal
year, to ¥55.58 billion. In other businesses, each of our consolidated
subsidiary companies contributed to stepped-up revenues.
Consequently, net sales for other businesses rose 17.3% from the
previous fiscal year, to ¥8.64 billion.

In pharmaceutical business, the cost of sales as a percentage of net
sales decreased 1.0 percentage point thanks to enhanced production
efficiency asociated with the production of new products and a reduc-
tion in fixed manufacturing costs that counteracted NHI drug price
revisions and other potential causes of increases in the cost of sales
as a percentage of net sales. That decrease was also attributable to
changes to the percentage of net sales accounted for by respective
products due to factors including the conclusion of our contract to
market FreeStyle®Kissei. In addition, in other businesses, the cost of
sales as a percentage of net sales fell 4.7 percentage points. As a result,

the overall cost of sales as a percentage of net sales edged down 0.6
percentage points.

Gross profit increased ¥0.47 billion, thanks to improved sales and
a decrease in the cost of sales as a percentage of net sales. SG&A
expenses decreased ¥0.3 billion, with the main reduction in selling
expenses, because efforts to enhance efficiency and cut costs offset
the costs of continuing to introduce new products into the market
and aggressively invest in R&D. As a result, we recorded operating
income of ¥2.65 billion, an increase of 40.9%, or ¥0.77 billion, from
the previous fiscal year.

In non-operating income and loss, a decrease in income of
¥0.95 billion compared with results in the previous fiscal year was
mainly due to a loss on valuation of securities and a loss on disposal
of inventories.

In extraordinary income and loss, while an extraordinary profit
on gains on sales of securities was recorded, extraordinary losses,
such as losses on valuation of securities and a loss on disposal of
products following the end of our marketing rights to FreeStyle®
Kissei, led to a net decline in income of ¥0.23 billion compared
with the previous fiscal year.

As a result, income before income taxes and minority interests
decreased 11.5%, or ¥0.41 billion, compared with the previous
fiscal year, to ¥3.17 billion. Net income fell 23.3%, or ¥0.48 billion,
compared with the previous fiscal year, to ¥1.57 billion.

BASIC POLICY ON THE DISTRIBUTION OF PROFITS /
DIVIDENDS FOR THE FISCAL YEAR UNDER REVIEW AND
CURRENT FISCAL YEAR

The Company aims to secure a solid management base while
providing stable, sustainable returns to investors through cash
dividends. While working to make efficient use of capital we regard
paying dividends to shareholders based on profit levels as important.
Further, we emphasize the distribution of profits through dividends.
Giving first priority to increasing shareholder value, we will acquire
or dispose of treasury stock flexibly and as necessary in relation to
operational developments and based on the approval of the Board
of Directors.

Internal funds are maintained to respond to expected changes
in government policy, system reforms, and increasing globalization.
At the same time, we will actively invest in R&D to develop the
drugs that patients need. We believe this policy will not only gener-
ate profits in the future but also enable us to return appropriate
dividends to our shareholders. As of May 2006, the enforcement of
the Corporate Law abolished restrictions on the number of yearly
dividend payments. However, the Company will retain its current
dividend policy of twice-yearly dividend payments, consisting of
interim and end-of-year payments.

For the fiscal year under review, we plan a year-end dividend of
¥14 per share, of which ¥2 is a special dividend to commemorate the
Company’s 60th anniversary in 2006. Together with the interim div-
idend of ¥14 per share, this gives a total dividend for the year of ¥28
per share. For the current fiscal year, we plan a full-year dividend of
¥28 per share, comprising dividends of ¥14 for the interim and at
fiscal year-end, respectively.



Risk Factors

The following risk factors could potentially affect the Kissei
Group’s operating results and financial position. Forward-looking
statements are based on the judgments the Group has made from
consolidated financial statements for end of the current fiscal year
under review.

1. R&D

The process of developing pharmaceuticals — from the R&D stage
to approval and sales — requires a large investments of both time
and funds. When developing new drugs, the chances of discovering
an beneficial indication are limited. In addition, the Company can
guarantee neither that a new drug undergoing development or an
additional indication will have its intended benefit nor predict
when the drugs will be approved.

2. GOVERNMENT POLICY

The prices of pharmaceuticals in Japan are set based on the govern-
ment’s NHI drug price standards. Generally, the prices are revised
biennially. There may be revisions or other changes to the medical
insurance system in Japan that go beyond the Company’s forecast,
such as the introduction of diagnosis procedure combination or the
promotion of generic drugs, which would negatively impact the
Company’s operating results and financial position.

3. COMPETITION WITH OTHER COMPANIES’ PRODUCTS
The Group faces competition from companies selling products with
the same application. In addition, once a patent expires, price
competition with generic products of the same composition inten-
sifies. This competition could have a serious impact on the sales of
existing drugs.

4. UNEXPECTED SIDE EFFECT RISKS

There is a risk that a pharmaceutical may produce an unexpected
side effect that was undiscovered at the R&D stage. If unforeseen
side effects or serious adverse event occur, the use of a drug may

be limited, or sales of the drug may be terminated completely.

5. MANUFACTURING AND PROCUREMENT

Malfunctions with production equipment or the inability to
procure raw materials in a timely fashion could delay or shut down
drug manufacturing. In addition, a quality problem may cause

a drug to be recalled, which would negatively impact the Company’s
operating results and financial position.

6. INTELLECTUAL PROPERTY RISKS

In the event that the Kissei Group is unable to appropriately pro-
tect its intellectual property, a third party may be able to use the
Kissei Group’s technology, which would undermine its competitive
superiority in the market.

7. LEGAL RISKS

At present, there are no outstanding legal problems affecting

the Kissei Group’s management. There is the possibility, however,
that in the course of its business activities, the Kissei Group could
face lawsuits in the future both at home and abroad regarding
patent, product liability, the environment, and labor matters.

8. ENVIRONMENTAL CONSERVATION

Pharmaceutical chemical substances used in research and manufac-
turing processing could have an impact on the environment. Every
department and work site in the Group is working diligently to fol-
low stringent substance management rules and protect the environ-
ment. However, if chemical substances were found to have polluted
areas around a work site, legal action may be taken against the work
site, and the Comapny may be faced with large costs to restore the
environment, which would negatively impact the Company’s oper-
ating results and financial position.

9. INFORMATION MANAGEMENT
The Group is paying close attention to the need to protect informa-
tion by establishing strict rules for the management of personal and
confidential information as well as providing education on the
issue to employees. However, if an unexpected incident occurred in
which information was improperly disclosed, the Group’s image
may be tarnished, which would negatively impact the Company’s
operating results and financial position.

Besides the risk factors mentioned above, there are various
other risks.



