Value creation strategy | Long-Term Vision for 2030 and Medium-Term Business Plan START 2024

Becoming a healthcare corporate group
that contributes to healthier lives,
with generic drugs as our core business
As the generic drugs market transitions to stable growth, new business opportunities are emerging for
the Sawai Group as we enter an era of 100-year lifespans. To respond with precision to this market environment,
we formulated the Sawai Group Vision 2030, our long-term vision, and START 2024, our Medium-Term Business Plan.

Our value creation story

Value creation strategy

Value creation platform

Long-Term Vision

Sawai Group Vision 2030
The world
we want to build

A world where more people can receive healthcare services
and live a full life with peace of mind among society

Our ideal state

A company with a strong presence that continues to contribute to people’s health by providing
a multifaceted mix of products and services based on scientific evidence that meet individual needs

FY2030 quantitative targets

Reviewing M1 TRUST 2021, the previous Medium-Term Business Plan (April 2018 to March 2021)
In the Japan business, we focused on establishing a structure capable of responding to changes in the structure of the generic
drug industry and strengthening competitiveness. In the U.S. business, we worked to expand pipelines and product lineups
and boost manufacturing capacity as a period for establishing the framework to accelerate growth. As a result, we achieved
10% growth in both revenue and core operating profit.
Revenue / Core operating profit
Acquired U.S.-based
Upsher-Smith in May 2017

FY2020
Revenue

¥187.2 billion
Japan business
¥153.6 billion
¥44.3 billion

U.S. business

¥34 billion

¥33.6 billion

¥4.7
billion

2008
The
Medium-Term
Business Plan

2011

2014

2017

M1 TRUST

M1 TRUST
2015

M1 TRUST
2018

2020

Core operating profit
（FY）

¥34 billion

M1 TRUST
2021

Japan business
• Ranked No.1 or No.2 in generics in new product
sales share
• Improve production efficiency by consolidating
manufacturing sites through plant transfers, etc.
• Launch the first generic drugs and competitiveLsuperior new products to market
• Develop proprietary technologies

FY2030

FY2020

Japan
business

Revenue
Sales
volume

¥

153.6 billion

Production
capacity

U.S.
business

billion

¥

New
Revenue
businesses

ROE

15.7％ 20.0％ or more
15.5 tablets 23

Revenue

Total revenue

260 billion

¥

13.3 billion tablets 20 billion tablets

Share of
sales volume

Matters achieved
¥187.2 billion

Financial section

¥

60 billion

¥

−

¥

187.2 billion
5.8%

Japan business
U.S. business
New businesses

400 billion

¥

10% or more

80
60

168.1
33.3

80 billion

¥ 400 billion
15.7

14.9

billion tablets
or more

33.6 billion

20% or more

Share of Japan market sales volume

187.2
33.6
260
153.6

134.7
2017

2020

The Medium-Term
M1 TRUST 2021
Business Plan

2023

(Forecast)
START 2024

2030

(Target)

(FY)
(Yen/$
=100)

U.S. business
• Expansion of pipelines and product lineups
• Started construction of a new factory to strengthen
manufacturing capacity via factory consolidation

The Medium-Term Business Plan

「START 2024」(April 2021 to March 2024)

Changes in the external environment
In addition to an aging society, there have been advances in technological innovations, such as new modalities, AI, and robots.
Meanwhile, with the volume share of generic drugs approaching 80% in Japan, it is thought that growth in the size of the
market will slow. Industry reorganization may also accelerate due to falling drug prices driving deteriorating profitability.
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Changes in Trends

Evolution of Technology

An aging society, changes in values for
prevention/pre-symptomatic illness

Advances in technological innovations such
as new modalities, AI, and robots

Era of 100-year lifespans

New modalities

Increasing medical costs

AI

Emphasis on prevention of disease
and pre-symptomatic illness state

Digital

Increasing home care

Robotics

Sawai Group Holdings Integrated Report 2021

Overall outlook for the Japanese
generics market
• Generic drugs volume share has reached almost 80%
for the three years since 2017
• Although growth is expected to slow down in the
future, the demand is expected to grow to some
extent
Potential for accelerating industry reorganization
due to falling drug prices driving deteriorating
profitability

Under START 2024, we have set out three key strategies which are: Expanding share in the Japanese generics market;
Business investment for future growth in the U.S.; and Cultivating new growth areas. We aim to realize our long-term
vision in 2030 through the speedy and steady implementation of these strategies.

Generics business
Expanding share in
the Japanese generics market

Business investment for
future growth in the U.S.

• Increasing sales of new products
• Strengthening stable supply capabilities
P. 23 Creating value through
business / Japan business

P. 17 Message from the President

Entry into new businesses
Cultivating new growth areas
• Digital medical devices business
• Orphan drug business (ALS, etc.)
• Health food business

P. 17 Message from the President
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Our value creation story

On being appointed
president

Kazuhiko Sueyoshi

Kazuhiko Sueyoshi

PROFILE

Kazuhiko Sueyoshi was born in 1957 and in April 1980 joined The Sumitomo Bank, Limited (currently
Sumitomo Mitsui Banking Corporation), where he was primarily involved in corporate lending services.
He joined Sawai Pharmaceutical Co., Ltd. in 2012. After serving as General Manager of the Controller
Department at Sawai Pharmaceutical as well as the Executive Administration at Upsher-Smith Laboratories,
LLC, he became a Director (Senior Executive Officer, Senior Vice President of the Corporate Administration
Division and Supervisor of the Corporate Strategy Department ) at Sawai Pharmaceutical in 2018.
In April 2021, he was appointed Representative Director, President, Group Chief Operating Officer
(Group COO) and Group Chief Administrative Officer (Group CAO) of Sawai Group Holdings Co., Ltd.
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We will continue venturing into new business domains in the midst
of a turning point for the generic drug industry.
My name is Kazuhiko Sueyoshi, and I was recently appointed as President and Representative
Director, and Group Chief Operating Officer (Group COO) of Sawai Group Holdings Co., Ltd.
I joined Sawai Pharmaceutical, the core company in the Sawai Group, 10 years ago and
have been mainly involved in finace-related work. Before joining Sawai Pharmaceutical, I spent
32 years in banking, largely involved in corporate business. When I was in my 30s and 40s, Japan’s
so-called bubble economy collapsed, and companies in a variety of industries, including major
corporations, plunged into a challenging business environment. The work I was involved in for
the longest time was working with client companies to figure out how to extricate them from
the challenging business environment and supporting them through the rebuilding process.
This experience convinced me that even a company going through hard times always has some
kind of strength or value and the potential for revival if we can find a way to take advantage
of its strengths and values. The same is true for people, and everyone has some outstanding
characteristics. I have come to the belief that finding and utilizing these is the key to management.
Since joining Sawai Pharmaceutical, I have been observing the generic drug industry, and,
about two years ago, I began to think that we are approaching a turning point for the survival
of each of the companies in the industry. As a result of advocating the need to change the
corporate structure in response to these changes to the management team at the Management
Meeting, the holding company structure was realized, and I am now in the unexpected position
of assuming leadership of the Company.
Nevertheless, the transition to a holding company structure is a method rather than an
objective. On May 11, 2021, we announced the Sawai Group Vision 2030, the long-term vision
that will guide how we should change in the future given the external environment of slowdown
in the market growth rate in an era when generic drugs account for an 80% volume share and
the increasingly diverse and sophisticated needs of healthcare and medicine. The true objective
for the transition to a holding company structure is the realization of our long-term vision.
The Sawai Group has the greatest ability to generate profit in Japan’s generic drug industry.
I recognize that my role is to further extend this ability while simultaneously venturing into new
business domains.

Representative Director,
President,
Group Chief Operating Officer and
Group Chief Administrative Officer

Steering a new direction toward growth in 2030
under a new structure while preserving
a corporate culture that values people

Value creation strategy

Summary of
business results
for fiscal 2020

Revenue increased slightly, securing core operating profit
on the same level as in the previous fiscal year.
In fiscal 2020, in a challenging business environment due to the COVID-19 pandemic, revenue
rose 2.6% year on year to ¥187,219 million, and the Company secured core operating profit of
¥34,043 million, on the same level as in the previous fiscal year (down 1%).
The Japan business was affected by two drug price revisions in addition to a decrease in the
number of medical consultations due to COVID-19, but both revenue and core operating profit
increased from the previous fiscal year due to steady expansion of new products, mainly those
with few competitors. Meanwhile, in the U.S. business both revenue and core operating profit
decreased from the previous fiscal year due to the negative impact of the COVID-19 pandemic
on acute branded products and the entry of new competitors for major generic products.
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Growth strategy
for the future

Our value creation story

We will work on further expansion of the generic drug business inside
and outside Japan and cultivation of new growth areas.
Under START 2024, the new Medium-Term Business Plan formulated as a three-year first step
toward realizing the long-term vision, Sawai Group Holdings has set three focus strategies, which
are (1) Expanding share in the Japanese generics market; (2) Business investment for future growth
in the U.S.; and (3) Cultivating new growth areas. Kenzo Sawai, President of Sawai Pharmaceutical,
will tell you the details of our strategy in the area of (1) Expanding share in the Japanese generics
market (see page 23), so I will explain the U.S. business and new growth areas.

U.S. business strategy
Desired state

Upsher-Smith will drive sustainable long-term growth as a specialty generic
company focused on generics and small brands that leverage its unique
commercial capabilities

Growth driver

• Contribute to sales by promoting sales of existing brand drugs and generics
• Further expansion of product lineup mainly in niche generics
• Strengthen technically challenging product pipeline and product lineup in cooperation with
Sawai Pharmaceutical

Picture of
growth

(Yen/$=100)

¥

60 billion

Upfront investment to
increase future profitability
(equipment, R&D, etc.)

¥ 33.6 billion

Aiming for growth
from 2024 onward

START 2024

2020

2021 2022 2023

2030

(Target)

(FY)

Sawai Group Vision 2030

New businesses Focusing resources on three domains with growth potential

Entry into new businesses is another pillar of the strategy. It has become difficult for both
originator drug manufacturers and generic drug manufacturers to achieve steady growth in the
prescription drug market in Japan where healthcare finances are tight. To maintain sustainable
growth in this environment, Sawai Group Holdings must venture boldly into healthcare domains
such as pre-symptomatic illness and prevention while leveraging its strengths in generic drugs.
After a year of market analysis and repeated discussion, we narrowed down the business
domains with future promise into which we should venture on a priority basis to three. These
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domains are New drug businesses targeting rare diseases (orphan drug business); Digital
medical devices business; and Health food business. We have set an investment budget of
¥30.0 billion over three years and will focus resources on these new businesses. Of the three
domains, the orphan drug business and the digital medical devices business have already taken
their first steps, so I believe my mission is to steadily nurture them.
New business domains to venture into
Disease prevention

Diagnosis

Treatment

Generics drug business

U.S. business Promoting long-term growth through differentiation from competitors

In 2017, Sawai Pharmaceutical acquired Upsher-Smith Laboratories LLC (Upsher-Smith) and made
a full-scale entry into the U.S., the world’s largest pharmaceutical market.
Our aim going forward is that Upsher-Smith will drive sustainable long-term growth as
a speciality generic drug company focused on generic drugs and small brands that leverage its
unique commercial capabilities. Over the next three years, we plan to launch over 30 new products,
increase the lineup of more challenging products, and differentiate from our competitors. In
addition, over the three years to 2023, we will invest approximately ¥13.0 billion related to the
construction of a new factory consolidating the production functions of Upsher-Smith to increase
productivity and make other upfront investments aimed at improving future profitability.
Furthermore, the generic drug market is changing more rapidly in the U.S. than Japan, and Sawai
Group Holdings will provide more support than in the past for research and development at
Upsher-Smith in a return to our roots in order to respond to these changes.

Value creation strategy

Health food business

Digital medical devices business
Orphan drug
development

Existing
businesses

New
businesses

In the orphan drug business, in June 2020, Sawai Pharmaceutical entered into an agreement
with Neugen Pharma on a drug for amyotrophic lateral sclerosis (ALS) treatment, which was
discovered by Neugen Pharma, and started joint development for all applicable indications as
a prescription drug targeting global markets. We will proceed with development going forward,
making full use of Neugen Pharma’s knowledge on ALS and Sawai Pharmaceutical’s clinical R&D
capabilities including drug formulation design. We plan to launch Phase 1 clinical studies in the
U.S. during fiscal 2021 with a market launch target of 2025 or thereafter.
In the digital medical devices business, several projects are already underway. One of them
is the capital alliance with SUSMED Inc. (Head Office: Tokyo), a company that develop apps for
healthcare. We have also entered into an exclusive development and marketing agreement with
Neurolief Ltd. (Head Office: Israel) targeting the Japanese market for digital medical devices for
migraines and depression.
Recent years have seen increasing needs for digital therapeutics and cognitive behavioral
therapy in addition to drug therapy, especially in the central nervous system area. However, the
development and provision of solutions in this area are still limited. Capitalizing on our strengths
in the central nervous system area where we have an extensive product lineup, we aim to provide
a trifecta solution that uses drug treatment, cognitive behavioral therapy applications, and
neuromodulation to reduce pain with devices. We are the only corporate group able to provide
these three services, and we believe it is a cutting-edge area going forward.
In this area, we hope to make a multi-dimensional contribution to healthcare through
solutions that utilize IT technologies based on strategic alliances with various companies going
forward. The success of the business hinges on how we find even better business partners. We
share values with the management team and key people at SUSMED and Neurolief, the companies
we chose to partner with on this occasion, and are firmly convinced we will become good business
partners for each other.
In the health food business, we are considering entry into a business where we would
support an extension of healthy life expectancy in the areas of pre-symptomatic illness and
prevention. We are expanding our business which was previously focused on treatment into
the area of healthcare, and in doing that we need to be creative in developing the uniqueness
of Sawai.

Sawai Group Holdings Integrated Report 2021
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Our value creation story

Quantitative targets

For expanding
product lineup,
investing approx.

R&D expenses
(Generic drug business)

45 billion

Approx. ¥

75

R&D investment/acquisitions

¥
billion
cash in total

30 billion

Approx. ¥

Operating cash
flow in generic
drug business

70 billion

Capital expenditures Approx. ¥
(Japan: Approx. ¥ 60 billion /U.S.:

(three-year total)

100 billion

Approx. ¥

Issues to address

Targets (quantitative etc.)

Related SDGs

Contributing to sustainable
social security systems and
improved access to
healthcare (medical cost
savings using generics)

Achieving medical cost savings impact of approx.
double Japan & U.S. generics business sales

Contributing to extension
of healthy life expectancy
through new businesses

Expanding business to a wider range of
healthcare domains, including pre-symptomatic
illness and prevention

Foundation for value creation

Investment plan during the period of the START 2024 Medium-Term Business Plan

10 billion)

Approx. ¥

Issues to address

Targets (quantitative etc.)

Related SDGs

E: Environmentally
friendly production

% in CO2 emissions on production volume
Cuts of
intensity basis (FY2030)
% or more (in 2030)
Waste plastic recycling rate of

S: Talent development,
work styles/motivation,
respect for human rights

Safe and diverse work environment
Promotion of diversity
Initiatives for respect of human rights

G: Deepening corporate
governance

Improvement and deepening of governance through
conversion to holding company structure
Stronger risk management / compliance

25

65

New businesses(Planned investment amount)

Cash and deposits

30 billion

Approx. ¥

54 billion

Approx. ¥

Shareholder returns(total dividends over three years of plan)

(As of March 31, 2021)

¥

Source of
funds

17 billion or more

Investment
targets

We will promote ESG initiatives with a focus on contributing to
society through business activities.
It is important to note that nowadays shareholders and investors emphasize non-financial as well
as financial aspects. At the Sawai Group, our business is a solution for social issues in its own right.
For example, we contribute to a reduction of nearly ¥300.0 billion in healthcare costs every
year in Japan alone through the stable supply of generic drugs, addressing the social issue of
rising healthcare spending. In addition, sales volume of Sawai Pharmaceutical’s drugs
reached approximately 13.0 billion tablets in the previous fiscal year, accounting for some
8% of pharmaceutical sales volume in Japan (based on analysis by Sawai Pharmaceutical), and
we are proud to be an indispensable part of the healthcare infrastructure in Japan.
Therefore, in formulating the long-term vision, we set new targets up to 2030 to guide us
in how we will contribute to the issues outlined in the SDGs. We believe that setting numerical
targets, including medical cost savings equivalent to approximately double the sales of the generic
drug business in Japan and the U.S., has made the link between solving social issues and our
business activities even clearer. We will continue to aim for sustainable social security systems
and improved access to healthcare while expanding business to a wider range of healthcare
domains to contribute to the extension of healthy life expectancy. Moreover, in our relationship
with stakeholders, we will accelerate our efforts to address issues such as environmentally friendly
production and respect for human rights.
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Value creation through our business

Under the long-term vision, we aim for total revenue of ¥400.0 billion in fiscal 2030 with ¥260.0
billion in revenue for the Japan business, ¥80.0 billion in revenue for new businesses, and ¥60.0
billion in revenue for the U.S. business. We have set challenging figures with a high share for
new businesses, but we hope to make steady efforts to ensure profitability as well as scale.
The focus of our financial targets is capital efficiency. In other words, we will pursue how
much return we can achieve on the capital we receive from our shareholders. In Japan, the usual
target for ROE, an indicator of this return, is said to be at least 8%. However, Sawai Group
Holdings will aim for 10% in fiscal 2030. Moreover, in terms of shareholder returns, we plan to
pay a total of ¥17.0 billion in dividends over the three years of the Medium-Term Business Plan.
We must also ensure financial soundness. However, as improving capital efficiency and
maintaining financial soundness are sometimes in conflict, we will work to achieve a balance.
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Initiatives to solve social issues

Pursuing profitability and capital efficiency with target of 10% for ROE

Resolving social
issues

Value creation strategy

Sawai’s culture
and future

We will leverage a corporate culture that values people to
create innovation based on collaboration with diverse people.
Finally, I would like to say something about what I want to emphasize constantly as President.
This is my desire to make Sawai Group Holdings into a company with more dreams where as
many employees as possible can realize their own dreams.
The greatest asset of a company is its people, and that is precisely where our strength lies.
The Sawai Group has a corporate culture that values all employees regardless of where they are
from, even though many of our human resources are from outside the company like myself.
I believe that even more human resources will be drawn to the Company as our new businesses
take shape and our corporate culture will demonstrate its true value when this happens.
Another positive aspect of the Sawai Group is the integrity of our employees. Our employees
have been working in the generic drug business seriously, honestly, and with integrity for many
years. This attitude must not change in the future. On the other hand, the Sawai Group is
approaching a turning point, and it is necessary to carefully assess what we should protect and
what we should change.
Future growth will require collaboration with diverse companies, but what is important is
building relationships that are not simply good for Sawai Group Holdings but also make us a good
partner for others. To be perceived as a suitable partner and to gain trust, we must communicate
not only our achievements but also our corporate culture. Based on our newly-launched holding
company structure, I hope we will take advantage of our open culture to collaborate with diverse
people inside and outside of the industry to create innovation.

Kazuhiko Sueyoshi

Representative Director, President,
Group Chief Operating Officer and Group Chief Administrative Officer
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Japan
Business

Our value creation story

Responding to patient
expectations and being
an indispensable presence
in the industry as it faces
a turning point

(Sawai Pharmaceutical)

Kenzo Sawai
Representative Director,
Deputy Chairman and Group Chief Branding Officer
President and Representative Director of
Sawai Pharmaceutical Co., Ltd.

Value creation strategy

However, there is a definite number of new drugs every year
from patent expirations and we see the market for these
new drugs to be approximately ¥700-800 billion over the
next three years as original drug patents expire. If we assume
that 70-80% of that market will be replaced with generics,
there is plenty of room left for growth for Sawai. At present,
generic drugs are facing a headwind due to reliability issues;
however, Sawai can meet the expectations of a great
number of patients by winning even more trust in this
environment.

Expanding sales through new products and
dedicating ourselves to new product
development and stable supply
This year, we formulated our new Medium-Term Business
Plan START 2024, which lasts through fiscal 2023. One of
the priority strategies of the plan is “expanding share in
the Japanese generics market.” Growing sales of new
products is a key element of this strategy and we plan to
launch 85 or more new products in the next three years.
Focus strategy 1 Strengthen new product development

Increase products with low competition /
few competitors

Through new products, we achieved
profit targets; in fiscal 2021, will meet
quality and supply expectations
The domestic generic drugs market in fiscal 2020 weathered
impacts from two drug price revisions, in addition to
reticence toward medical visits due to the COVID-19
pandemic. In June and December, we had successful market
launches of new products either independently or with few
competitors, which greatly contributed to sales and profit.
As a result, although revenue of ¥153,584 million (up 6.6%
YoY) fell below our target, operating profit reached ¥26,284
million (up 7.7% YoY) and met our target. This year of
adversity was an occasion for me to recognize anew the
capabilities of our employees and the importance of
continuing to bring new products to market.
In fiscal 2021, I think that the most important challenge
will be to meet patient expectations by stably supplying
high-quality generic drugs and by eliminating market concerns
sparked by quality issues with generic drugs. Since bolstering
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our supply capabilities is an urgent issue in order to meet
these demands while growing our market share, we must
immediately clarify the direction to take toward expanding
our production framework.
For generic drugs, the drug volume share of the
domestic pharmaceuticals market is approaching 80% and
I expect growth of the overall share to slow going forward.
Revenue / Core operating profit
Revenue (Millions of yen)

Core operating profit (Millions of yen)

200,000

150,000

134,720

144,098

144,130

153,584

With generic drugs, the switchover to a new generic product
happens quickly once the product is approved, after which
it is quite difficult to challenge that product’s market share.
In other words, if we develop new products before our
competitors, we can quickly gain market share and reap
long-term sales. Consequently, being the first to market
after the patent expiration of an originator drug leads to
competitive superiority.
A recent trend for many pharmaceutical companies
has been toward joint development of products, leading

24,349

26,483

0

2017

2018

2019

2020

(FY)

Revenue from products launched in the past three years
(Millions of yen)
Products launched in FY2018
Products launched in FY2019
Products launched in FY2020

13,964

5,526
2018

551

1,890

7,918

6,514
2020

2019

Total number of released products:

Number of products to be released: over

89

FY2018

FY2019

FY2020

33(3)

14(7)

42(9)

• Micafungin
Major products
• Capecitabine sodium (for
released
IV infusion)
• Oseltamivir
(generic name)
• Tadalafil CI
• Aprepitant

30,258

to simultaneous launches of generics, which fractionates
market share. It is necessary for Sawai to grow our market
share while, as much as possible, increasing the ratio of
products with low competition, which can be achieved by
bringing more challenging products to market and
independently launching products ahead of other companies.
In particular, considering the annual drug price revisions,
it is essential to increase high value-added products in order
to ensure stable operations.
In the last three years, we have actually launched 89
new products, which put our performance ahead of other
companies in terms of the number of products and their
unit sales volume. What has enabled such performance
is our comprehensive strength from many years of
accumulated expertise in the generics business. Sawai’s
R&D human resources are vastly ahead of other generic
drug manufacturers and we have a wealth of professionals
intimately familiar with surveys and analysis for protecting
and leveraging intellectual property, as well as understanding
the characteristics of active pharmaceutical ingredients and
formulation technology. Thanks to this comprehensive
strength, we are able to identify blind spots in patents
and generate ideas for leveraging our intellectual property.
The conventional, and arguably passive, process of
generic drug development has been to receive approval as

New product launch plan for the next three years

100,000

28,130

Financial section

Numbers of products launched in the past three years and
major products

Number of
products*

50,000

Value creation platform

• Eldecalcitol
• Bazedoxifene
• Fexofenadine hydrochloride
/ Hydrochloride
pseudoephedrine (Pusofeki
combination tablets)
• Repaglinide
• Vardenafil

* Numbers in parentheses are for products that are the first generic drugs to
market, or are strongly competitive.

(FY)

85

FY2021

FY2022

FY2023

Number of ingredients

13

11

14

Number of products

32

27

26

Original drug market
(billions of yen)

250.7

288.0

274.4

Original drugs for
first-listed Generic drugs

Cymbalta capsule / Patanol ophthalmic
solution / Samsca OD tablets / Nexium
capsules / Azilva tablets
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quickly as possible after a patent expires, but cleaving to this
approach would likely make survival difficult going forward.
We will take a stance toward patents that is more aggressive
and challenging, and that other companies do not
consider, such as ideas that avoid the patents of new drug
manufacturers, as well as testing whether patents themselves
could be invalid. Certainly, there is the risk of ending in
failure, but I think the sizable merits outweigh the risks.
Focus strategy 2 Strengthen stable supply capabilities

Our value creation story

variety of options, such as new capital expenditures, and
alliances with and acquisitions of other companies, as we
build out our supply capabilities.
An important point that must not be forgotten in this
process is maintaining systems that will steadfastly assure
quality as we expand supply capabilities. Even if we create
rules and procedures that loudly proclaim the importance
of quality, it is people who must implement them. The most
important thing is putting further effort into training in order
to maintain and improve a mindset focused on quality.

Value creation strategy

U.S.
Business

Value creation platform

Financial section

Upsher-Smith Re-building for Future Growth

(Upsher-Smith)

Rusty Field
President & CEO, Upsher-Smith Laboratories, LLC

Build production that can supply 20 billion tablets
Another key element for acquiring market share is
strengthening our supply capabilities. In order to meet
market demands, we must first fully utilize our current
production capacity and quickly reach the ability to supply
an annual volume of 15.5 billion tablets. Furthermore, we
will aim, as quickly as possible, for a supply structure that
can handle 20 billion tablets a year.
While there are various approaches to improving
production capacity, I would like to build a structure that
fully utilizes our capabilities. First off, this means bolstering
our work force, then expanding and enhancing facilities at
our existing factories. Simultaneously, we will consider a
Strengthening stable supply capabilities
Production capacity (billions of tablets)
Sales volume (billions of tablets)

Aiming to establish an
in-house production
system for more than

20 billion tablets
10.0

15.5

13.3

20

8.0

2014

2020

(FY)

Striving to grow market share on the reliability
and brands we have fostered
Starting a few decades ago when Japan had no generic
drugs market, Sawai has been developing, producing, and
marketing generics, while being a pioneer nurturing the
growth of this market. In doing so, we have placed particular
emphasis on quality, on training the employees who ensure
that quality, and on continuous improvement activities in
our work tasks. We have cultivated this approach over
many years so that it is now deeply rooted as our corporate
philosophy. With this as a strong foundation, Sawai has
for over 50 years built the number one brand in the industry
and the reliability that gives that brand its strength.
Going forward, we will ensure close coordination
among divisions, including the R&D and Manufacturing
Divisions, and the Marketing and Production Control
Divisions. As we do so, we will strive to maintain high quality
products and stable supply so that the Sawai brand and
its reliability are never compromised, while also striving
for greater market share.

Strengths that form our business foundation
• Track record of approvals of around 800 items
• Abundant experience in patent invalidation trials, patent
Ainfringement proceedings, etc.
• Close collaboration with external experts, including intellectual
property lawyers
• Personnel structure for achieving a wide range of first launches
• Developing proprietary technologies
• Approximately 100 of around 450 API manufacturing plants
are audited annually, including written and on-site audits
• In accordance with GQP, products manufactured by our
factories and factories contracted are audited to conform to
the approval standards of the Ministry of Health, Labour and
Welfare, and provide quality improvement guidance as
necessary
• Single-lot samplings each year for all 800 products based on
PIC/S, conducting long-term stability tests
• Compliance with ICH Q3D & PIC/S and revisions of the
PMD Act
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Sales

R&D

Human Resources
base
ManuFinancial base facturing
Organizational
capability
Quality
management

• Information provision system that promptly
and accurately conveys product information
for approximately 800 items
• Abundant materials and content for
patients and medical professionals
• Information gathering structure for side
effects and safety, designed to further
improve products
• Responding to demand changes through
cross-division cooperation

• Procurement structure capable of rapidly
responding to fluctuating demand for
raw materials
• Manufacturing skills capable of highmix,
large-lot production
• Responding to demand changes through
cross-division cooperation
• Ensuring proper inventories

Upsher-Smith’s Fiscal Year ending March 2021 was a
challenging year. Extreme competition in the U.S. generic
market drove prices much lower in key generic products
and COVID-19 slowed brand product growth. COVID-19
effects on patient behavior and physician access thwarted the
TosymraTM product launch and led to a significant impairment
on that product, further impacting our net income
performance. In addition, management underestimated
the impact of the 3 novel CGRP products launched between
October 2019 and March 2020. These impacts on our
brand strategy expansion delayed a key effort to offset
the risks in our generic business. While the nature of the
competitive U.S. generic market was known at the beginning
of the FY18-FY20 mid-term plan, the degree and duration
of price impact could not be foreseeable at that time.
Throughout these great challenges, we maintained
our “best in industry” supply to our customer and kept
expenses well below plan. In March 2021 we completed a
restructuring to better align our operating structure and
expenses with our revenue base.
The next mid-term plan will be focused on repositioning
Upsher-Smith for growth beyond FY24 and beyond. There
are four critical strategies to accomplish this. First, we will
drive growth from our brand portfolio and add new brand
products. After deep analysis and evaluation of lessons
learned, we implemented changes in August 2020 in key
brand distribution strategies doubled TosymraTM unit growth
between October 2020 and March 2021. In April 2021,
we implemented strategies to improve TosymraTM’s Average
Selling Price (ASP). In addition to these strategies, new
Direct-to-Consumer (DTC) strategies will be added Q1-Q2
FY21 to further enhance performance and drive to recoup
some of the impairment losses. Second, we will reconstruct
our organic pipeline portfolio to focus on commercially
complex generic products and 505(b)(2)* small brands.
The changes in R&D structure and talent 2019-2020
position us well to accomplish this. Commercially complex

products include unique and challenging patient services.
Third, we will complete consolidation of manufacturing to
drive efficiency and quality for the future. Finally, we will
further restructure the business to ensure our capabilities
align with these strategies and lower operating costs to
better position cash flow and operating profit into the future.
Our leadership and employees are deeply committed
to doubling Upsher-Smith’s business by 2030 in line with
the Sawai Group Holdings long range plan. The near
term will be challenging and strategies to mitigate these
challenges and position the company for longer term
growth are underway. The partnership with Sawai Group
Holdings leaders is stronger than ever and the depth of
understanding and involvement in our business strategies
will enhance our performance into the future.
* 505(b)(2) : A regulatory pathway that allows a sponsor to reference
previous studies and information, e.g. safety studies, efficacy studies,
literature and other information to seek FDA approval for the development
of enhancements to an already approved molecule. These enhancements
generally include new routes of administration or new formulations.

Revenue / Core operating profit
Revenue (Millions of yen)

Core operating profit (Millions of yen)
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Value creation strategy | Message from the Group CQO & CFO

Toru Terashima
Director, Senior Executive Officer, and
Group Chief Quality & Safety Officer

Sawai Pharmaceutical
A video that introduces
our quality initiatives

Group CQO Toru Terashima also
delivers a message directly to
stakeholders. (Only available in
Japanese)
https://www.sawai.co.jp/sawaigeneri
cs/initiatives/quality_movies/
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Value creation strategy

Value creation platform

Financial section

Message from the Group CQO

Message from the Group CFO

We do everything we can to ensure a quality assurance system
for the stable supply of drugs that we would recommend to
our own families

Working toward our long-term Sawai Group Vision 2030
and striving to build a financial foundation conducive to
dynamic investment

Over the past few years, there have been a number of misconduct cases involving several
generic drug manufacturers, shaking confidence in the generic drug industry as a whole. The
biggest issue is ensuring quality. For our Group, which has Sawai Pharmaceutical at its core, this
issue is the foundation of our business and the very reason for our existence. Our mission is to
provide a stable supply of top-quality, affordable drugs. So what must Sawai Pharmaceutical
do in order to achieve this mission? The drugs supplied by Sawai Pharmaceutical are not 100%
manufactured by us alone. All of our active pharmaceutical ingredients (APIs) are procured
externally, and we purchase some 300 ingredients from 200 manufacturing sites in Japan and
300 sites outside Japan. Naturally, we confirm there are no issues with the APIs we purchase
through acceptance testing and rigorous management, but our efforts do not end there. Our
inspectors conduct regular onsite audits of the manufacturing environment, processes, and
quality control for APIs. Audits are conducted at five sites a month and 60 sites a year on a
five-yearly cycle, both in Japan and overseas.
On the other hand, in-house manufacturing accounts for almost all of our formulation
processing. In compliance with the GMP standards stipulated in the Pharmaceuticals and Medical
Devices Act and PIC/S-GMP, which is the global standard, we record the actual work performed
and conduct process control tests to verify at each step that the required quality is achieved
through the correct procedures for all products, lots, and processes. Lastly, by evaluating
shipping test records and all manufacturing records for the final products, we have built a quality
assurance system that ensures we supply only products of sufficient quality to medical facilities.
In addition, as we do for APIs, we conduct regular onsite audits once every three years at our
own six factories as well as approximately 50 factories to which we outsource formulation.
We have also taken a variety of other initiatives to ensure quality. The basis of these initiatives
is the confirmation of any discrepancies between approval forms and actual manufacturing
conditions. In addition to the annual quality verification required for each product under GMP,
we are conducting simultaneous voluntary inspections in fiscal 2021. In addition, to prevent
mistakes due to human error, we regularly provide workers with education and training in
knowledge and practical skills. Under our two-worker system, the results of work performed
by the primary person responsible for the work are verified objectively by a separate person to
confirm that the work was performed and recorded correctly. Furthermore, if there are any issues,
we immediately dispatch staff from the Quality Assurance Division, which is independent from
the Manufacturing Division, to investigate the cause and take countermeasures in cooperation
with the manufacturing site.
Pharmaceuticals only have the anticipated effect when products of sufficient quality are
used correctly and safely. Therefore, in addition to quality assurance and regulatory affairs
management, a variety of departments, including the Medical Information Center, work together,
striving to achieve the peace of mind and confidence of patients and medical institutions by
communicating correct information in a timely and appropriate manner, including information
on side effects, precautionary information (formerly package inserts), and labelling.
Ultimately, it is people who make pharmaceuticals. The confidence that we make high
quality products and can recommend them to our own families is the foundation of the entire
Group. Staying true to this foundation, and with an awareness that we are members of the
pharmaceutical industry which protects life, the Group’s management and employees will work
steadily to maintain and develop a quality assurance system that puts health first and provides
peace of mind and confidence.

Fiscal 2020 Performance

Yoshiki Sakurai
Executive Officer,
Group Chief Financial Officer,
General Manager of Group
Financial Department

In fiscal 2020, while weathering the impacts of on-going reform of the drug pricing system in
Japan, in addition to reticence toward medical visits due to the COVID-19 pandemic, we were
able to book sales revenue in line with expectations thanks to the results of efforts to sell
newly listed generics, including Pregabalin OD Tablets, Capsules. Additionally, amidst a spate of
quality issues in the generic drug industry, we have made product quality our highest priority
by carrying out rigorous manufacturing and quality control, while also striving for more efficient
production by using multiple raw ingredient suppliers, closing the Osaka Factory, and moving
its operations to the Sanda Nishi Factory. Through these efforts, we worked to further strengthen
our cost competitiveness and improve production capacity with an eye toward growing our
market share.
In the U.S., the business environment continued to increase in severity due to a variety of
factors, including increasing purchasing power for buyers from consolidation among wholesalers,
drug stores, and other parties, price declines for generic drugs, entry of competitors selling
products competing with our mainstay branded products, and intangible asset impairment
losses from poor sales of Tosymra™ due to the COVID-19 pandemic. Within this context, we
strove to enhance and expand both our generic and branded products on the market by forming
an alliance with Upsher-Smith.
As a result, although operating profit was down slightly compared to the previous year,
we were able to increase revenue.

Outlook for Fiscal 2021
In fiscal 2021, despite falling unit selling prices due to on-going reform of the drug pricing system
in Japan, we forecast continued, steady growth of sales volume for generic drugs as we launch
new products accompanying patent expiration for originator drugs. At the same time, there is
the possibility of a continuously challenging competitive environment in the U.S. due to negative
impacts from the COVID-19 pandemic.
Despite this operating environment, we will follow START 2024, our new Medium-Term
Business Plan that kicks off this fiscal year, and we will gather the strengths of the R&D,
Manufacturing, Reliability Assurance, Marketing, and other divisions as we strive for steadfast
growth in both Japan and the U.S.

Policy on Investments and Shareholder Returns
Sawai expects accelerated restructuring in the industry driven by a worsening operating
environment accompanying annual drug price revisions. Additionally, as noted in our
Medium-Term Business Plan, we are committed to aggressive investment in new businesses and
R&D, and we plan to carry out this investment flexibly and dynamically. We will also strive to
maintain and secure a solid financial foundation while keeping aware of the global environment,
including at Upsher-Smith. In response to the COVID-19 pandemic, we made efforts to improve
free cash flow and ensure a certain level of inventory to maintain a stable pharmaceutical supply
structure, which is essential for preserving human health and life.
We strive for balance with our growth-oriented investments, while conducting
comprehensive assessments that take into account factors such as the consolidated financial
results in each period, the dividend payout ratio, and other shareholder return measures. Our
goal is to achieve a stable and ongoing dividend payment with a payout ratio of approximately
30%. In fiscal 2020, Sawai Pharmaceutical paid an annual dividend of ¥130 per share (a total
return to shareholders of ¥5.7 billion).
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