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Representing Chugai’s patient-centric
approach to creating value, the design
conveys our message: “It’s not cancer.
It’s one person.” We have also created
corporate advertising that shares the
same concept.

Mission Statement

■ Mission

Dedicate ourselves to adding value by creating and
delivering innovative products and services for the
medical community and human health around the world
■ Core Values

1. Patient Centric
Make each patient’s wellbeing our highest priority

2. Pioneering Spirit
Pursue innovation by improving ourselves and thinking differently

3. Integrity
Maintain the highest standards in all we do to create shared value with society

■ Envisioned Future

Become a top innovator for advanced and
sustainable patient-centric healthcare, powered
by our unique strengths in science and technology
and the alliance with Roche

At Chugai, our Mission Statement is the basis of everything we do. It is Chugai’s most enduring
and important concept, and represents our adherence to the Company’s founding spirit and our
founder’s vow to “create drugs that benefit the world” in response to a medicine shortage
following a major natural disaster. Our Core Values are the values that employees share and
embody. They represent our commitment to maintaining the highest standards in all we do to
meet the expectations and requirements of society as we pursue innovation with a pioneering
spirit for the benefit of patients. In our Envisioned Future, we have set the goal of becoming a
top innovator in the healthcare industry by going beyond the conventional scope of the
pharmaceutical business in anticipation of future changes in the healthcare landscape. Chugai’s
vision of value creation is to fulfill its Mission Statement by creating shared value.
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Chugai by the Numbers (2019)

Research

Development and Pharmaceutical Technology

14

8

(As of January 31, 2020)

(Cumulative as of January 31, 2020)

90

49

In-house products in the development pipeline

Breakthrough therapy designations2

1

Publications in academic papers and presentations at scientific
conferences regarding Chugai’s research findings

Pipeline projects
(As of January 31, 2020)

(2019)

4,976

23

(As of December 31, 2019)

(2015-2019)

Patents held (including pending applications)

New products launched and new indications

Chugai’s Unique Strengths

Continuous
provision of
innovative drugs

Leader of
next-generation
PHC

Provision of
advanced patientcentric solutions

Value creation model
based on the alliance
with Roche
Unique science and
technology
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Strategic alliance
with Roche

CHUGAI PHARMACEUTICAL CO., LTD.

Using quantitative and comparable information and data, Chugai conducted an evaluation and analysis
from the perspectives of value for patients and competitive advantage, and identified five strengths that
are the source of its unique value.
Our unique science and technology is the base strength supporting the other four. It stems from our
globally recognized discovery technologies and deep understanding of pathological mechanisms, and our
strategic alliance with Roche, one of the world’s leading pharmaceutical companies. The unique business
model derived from these strengths has enabled us to achieve the top position in various areas by
continuously providing innovative drugs, as well as to lead next-generation PHC as a pioneer. In addition,
our initiatives to offer advanced patient-centric solutions, backed by a high level of expertise and
provision of detailed information, have been well received.
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Patient Access

No. 1

Financial

in Japan

Share of sales in the Japanese therapeutic antibody market
(23.9%)3 (2019)

69%

Proportion of sales from products that qualify for premium pricing
(2019)

¥686.2 billion

Revenues (2019)
No. 5 among pharmaceutical companies in Japan6

30.7%

Ratio of operating profit to revenues (IFRS)(2019)
No. 2 among pharmaceutical companies in Japan6
(2019)

No. 1

in Japan

Satisfaction ranking based on healthcare professionals’
assessments (Oncology; hospitals with 100 or more beds)4 (2019)

¥6.6 trillion

Market capitalization (As of February 29, 2020)
No. 1 among pharmaceutical companies in Japan6

Adequacy ranking for provision of safety information based on
healthcare professionals’ assessments (hospitals with 100 or
more beds)5 (2019)

1. Total of drug discovery and pharmaceutical technology
2. A system introduced in July 2012 by the U.S. Food and Drug Administration aimed at expediting the development and review of drugs for the treatment of severe or
life-threatening diseases or symptoms
3. Copyright © 2020 IQVIA. Source: JPM 2019. Reprinted with permission. The scope of the market is defined by Chugai.
4. Source: INTAGE Healthcare Inc., CS Survey of Oncology, 2019. Based on a survey of overall assessments of companies by physicians, as defined by Chugai.
5. Source: INTAGE Healthcare Inc., 2019 questionnaire about safety information needs.
6. Financial results of pharmaceutical companies: (Chugai) Fiscal year ended December 31, 2019; (Other companies in the same industry) Fiscal year ended December 31, 2019
or March 31, 2019
Note: “Pharmaceutical companies” is defined as the top 10 Japanese domestic manufacturers of pharmaceuticals in terms of sales.
(Takeda Pharmaceutical Company Limited, Otsuka Holdings Co., Ltd., Astellas Pharma Inc., Daiichi Sankyo Company, Limited, Chugai Pharmaceutical Co., Ltd.,
Eisai Co., Ltd., Sumitomo Dainippon Pharma Co., Ltd., Mitsubishi Tanabe Pharma Corporation, Shionogi & Co., Ltd. and Kyowa Kirin Co., Ltd.)
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Interview with the CEO

Tatsuro Kosaka
Representative Director,
Chairman & CEO

Society continues to expect and demand more from Chugai. There is only one way for
us to create shared value with society that meets those expectations, and thereby
increases our corporate value — we must pursue innovation.
To become a top innovator in the healthcare industry, Chugai will concentrate resources
in innovation that contributes to the realization of advanced and sustainable patientcentric healthcare.
Q．What does Chugai aim to achieve?

Our goal is to contribute to the realization of advanced and
sustainable patient-centric healthcare through innovation that
is only possible at Chugai.
Chugai aims to be a top innovator in the
healthcare industry that contributes to the
realization of advanced and sustainable
patient-centric healthcare.
This goal is also expressed in our Mission
Statement, which we updated in 2019. In
2018, we achieved the “top pharmaceutical
company” target we set for ourselves in
2009. From there, we wanted to establish
a clear path going forward, which led to
the revisions of our Core Values and
Envisioned Future.
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These revisions reflected our dialogue
with various stakeholders. Although our
founding commitment to benefiting
patients and the medical community
remains unchanged, society’s expectations
have changed considerably over the past
10 years. In addition to our responsibilities
as the leading Japanese pharmaceutical
company in therapeutic antibodies and
oncology, our strong drug discovery
capabilities have significantly raised
expectations for our contribution to
medicine worldwide. As of the end of
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2019, for example, five products from
Chugai research have received a total of
eight breakthrough therapy designations.*
Our value creation efforts are still focused
on drugs, but we are broadening our
contribution to patients through initiatives
that maximize the value of drugs (Around
the Pill) and healthcare services that
transcend the boundaries of drugs (Beyond
the Pill). Our market capitalization has
increased six-fold in the last 10 years,

which is further evidence of the
expectations stakeholders have for us.
In this context, we have made the concept
of creating shared value with stakeholders
our basic management policy. One
expectation that all our stakeholders
have in common is for Chugai to deploy
its high-level scientific and technological
capabilities to create value for patients
and society – to provide solutions that

help solve social issues and lead to the
advancement of society by innovating in
ways that only Chugai can. Our employees
must also have a clear understanding
of this value creation path and our policy
for sustainability.
* A system introduced in July 2012 by the U.S.
Food and Drug Administration (FDA) aimed at
expediting the development and review of drugs
for the treatment of severe or life-threatening
diseases or symptoms.

Q．What strategies is Chugai implementing based on that approach?

In IBI 21, we have designed strategies to share value with stakeholders and increase
corporate value.
Mid-term business plan IBI 21, which
started in 2019, includes Chugai’s value
creation strategies and growth strategies.
The plan outlines a three-year strategic
agenda that delineates our medium- and
long-term growth story and issues for
reform in light of the dramatic changes
ahead in the external environment, the
expectations for Chugai, and society’s
demands regarding sustainability, including
the SDGs. To share value with stakeholders

and thereby increase our corporate value,
we have laid out five strategies for
accelerating innovation, maximizing value
globally, and strengthening our foundation
for value creation, including human capital.
In these priority strategies, we will
increase our focus on integrating our
drug discovery technologies and biology
to create innovative drugs while enhancing
the value of the solutions we provide for

addressing increasingly sophisticated and
diverse needs. Personalized healthcare
(PHC) will play a major role in making
advanced and sustainable patient-centric
healthcare a reality, and Chugai is taking
the lead in promoting it as a pioneer of
PHC in Japan. To concentrate more
resources on this innovation, we will make
changes to human resource development
and our business structure, and work to
strengthen sustainable platforms.

Q．How was Chugai’s progress in 2019?

Our strategies progressed as planned, and financial results were good. Overall, it was a very
productive year.
In 2019, the first year of IBI 21, we made
good headway with each strategy.
One factor driving that progress is
favorable growth in understanding and
support of IBI 21 within the Company.
When IBI 21 started, senior executives
visited each business site to explain our
strategies and engage in dialogue with
employees. In a questionnaire afterward,
many employees expressed empathy
with the idea of creation of shared
value, indicating strong resonance with
management’s goals. Since then, people
have taken on new challenges with
“patient-centric” as the key concept. I am
pleased to see such a positive and vibrant
atmosphere in the Company.
Departments and business functions are
urgently implementing initiatives for each
strategy. In research and development,

projects for middle molecule drugs, which
we are focusing on as a new modality,
moved forward in 2019. Other projects
also made steady progress, including
regulatory filings for satralizumab (SA237)
in Japan, the United States and Europe,
and the start of a global phase III study of
nemolizumab (CIM331), which we
out-licensed to a pharmaceutical company
other than Roche. Looking at the
performance of the solutions we provided,
the use of Hemlibra expanded in Japan
and overseas, while new products such as
Tecentriq performed well in Japan. In the
pharmaceutical industry, a product with
annual sales of more than U.S.$1 billion is
called a blockbuster; Hemlibra became a
major global product on that level just two
years and two months after its launch. Our
structural reforms also continued, including
the transfer of long-term listed products and
outsourcing of logistics and some other

business operations. As for sustainable
platforms, we strengthened our initiatives
in supply chain management and
environmental management.
One area of progress that deserves
special mention is the promotion of
advances in PHC. In 2019, we launched
FoundationOne CDx Cancer Genomic
Profile (F1CDx), a cancer genomic test.
We also obtained an additional approval
for F1CDx as a companion diagnostic for
Rozlytrek, in tandem with the launch of this
tumor-agnostic therapy. Comprehensive
genomic profiling of patients with gene
panel testing enables the optimal
diagnosis for each patient. Symbolizing
the advancement of PHC, this solution
was a major step forward in expanding
and promoting PHC.
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The success of these various initiatives
was reflected in significant growth in
revenues and profit. Core EPS increased
73.3 percent compared with the previous

year. We achieved record profit for the third
consecutive year despite a challenging
operating environment, indicating that we
are on a strong growth trajectory.

▶ S ee “Overview of Mid-Term Business Plan

IBI 21” on page 41.

Q．Please discuss Chugai’s business model and the risks that you see for future growth.

We will take advantage of the unique business model we have built and deal appropriately
with the various risks in a challenging operating environment.
I have confidence in the business model
we have built. We will continue our policy
of concentrating on innovation using our
scientific and technological strengths
under the strategic alliance with Roche. We
will also maintain our earnings structure
with business in Japan as our source
of revenues, and global expansion of
products from Chugai research as our
source of growth.
However, the operating landscape will
become extremely challenging in the years

ahead. Even though we are currently
enjoying growth momentum, a variety of
risks exist.
In Japan, demands to reduce drug prices
are becoming stronger as a result of
strained healthcare finances, and with the
rise of generics and biosimilars, we assume
that domestic market growth will be either
flat or negative. Fiscal pressure caused by
shifting demographics is not exclusive to
Japan, and measures to control healthcare
costs in every advanced country will also
require monitoring.

Technological progress in the life science
field is expected to accelerate. Advances
in areas such as cellular and genomic
therapy and nucleic acid drugs are also
expected, raising the possibility that
innovative drugs with new modalities will
emerge. The biggest risk for Chugai would
be missing the wave of innovation. With
limited resources, it is difficult to focus on
every promising modality, but we are now
laying the groundwork to enable us to
flexibly participate in new modalities as
necessary. We have chosen middle

Mid-Term Business Plan: 5 Strategies and Targets

Create Global Growth Drivers and Maximize Value
Strategy 1: Value Creation

Strategy 2: Value Delivery

Realize innovative drug discovery
to cure and manage diseases

Deliver patient-centric solutions
and maximize value of growth drivers

Strategy 3: Promote Advances in Personalized Healthcare (PHC)
Realize the further advancement of PHC and innovate R&D process by utilizing digital technology and data

Strengthen HR and Infrastructure That Support Chugai’s Business
Strategy 4: Strengthen Human Capital and Conduct Fundamental Structural Reform
Develop high-caliber HR talent that supports innovation, and thoroughly reform costs, systems and processes

Strategy 5: Strengthen Sustainable Platforms
Simultaneously realize company growth and sustainable social development

Core EPS CAGR1
(2018-2021)

Around 30%2

1. Compound annual growth rate (%)
2. Three years, based on constant exchange rate.
* Core EPS CAGR is calculated based on the assumption of no stock split with a scheduled effective date of July 1, 2020.
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molecules as our next-generation modality,
and it is essential for us to achieve
promising outcomes in the next three to
five years. Therefore, we are expediting
our efforts to move a middle molecule
drug into the clinical phase during IBI 21.
AI and digital technology will be key factors
in Chugai’s innovation, but we need to
bear in mind risks such as the emergence
of data oligopolies and the entry of
businesses such as IT business into the
healthcare industry. We have created a

digital transformation roadmap toward
2030, but we will first accelerate upgrades
of systems and infrastructure and connect
them to areas such as AI drug discovery
and efficiency in the value chain.

efforts. Chugai has made environmental
initiatives a priority in establishing material
issues and Strategy 5 of IBI 21, and will
place greater emphasis on dealing with
long-term risks.

Regarding sustainable platforms,
expectations and requirements
regarding issues such as climate
change countermeasures and human
rights are increasing. Looking at other
industries, it is clear that the pharmaceutical
industry needs to step up its environmental

Looking overseas, China is a huge and
growing market, but we are not considering
expanding there independently. We will
work to maximize the value of our in-house
products in cooperation with Roche.
▶ S ee “The Risks behind Our Strategies” on

page 36.

Q．What is Chugai’s growth outlook?

After successfully completing IBI 21, we will look beyond with a broader view to maintain and
enhance our growth trajectory.
Our focus during IBI 21 is the successful
execution of our strategies. For 2020, the
second year of the plan, we have set a
four-point priority agenda: 1) Maximize
the value of growth drivers; 2) Create
next-generation growth opportunities; 3)
Promote digital transformation and PHC;
and 4) Conduct fundamental structural

reform and strengthen sustainable
platforms. Although the Japanese market
is challenging, we forecast growth
centered on overseas revenues. In light of
this, as a quantitative target, we have
raised our quantitative guidance for Core
EPS CAGR from the high single digits to
around 30 percent. In our dividend policy,

we had been targeting a Core EPS payout
ratio of 50 percent on average, but after
considering future growth opportunities
and funding plans, we changed that target
to 45 percent in order to maintain stable
dividend payments.
▶ S ee “Mid-Term Business Plan: 5 Strategies and

Targets” on page 6.

Priority Agenda for 2020
• Hemlibra: Achieve further market penetration

Growth Factors
• Continuous creation of innovative
global in-house products
• Global sales expansion of in-house
products
• Accelerated penetration of new
products in Japanese market
• Additional indications of existing
products in Japan and overseas
• Enhancement of R&D and
manufacturing facilities
• Establishment of platforms to support
future growth, etc.

1

• Tecentriq: Increase market share with additional indications
• Satralizumab (SA237): Obtain approval and achieve rapid market
penetration

• Middle molecule project: Prepare for phase I trial
• Antibody project: Start phase I trial for Switch antibody

2

Create next-generation
growth opportunities

• Nemolizumab:3 File for approval of atopic dermatitis in Japan, start
multinational phase III study for prurigo nodularis
• Crovalimab/SKY59: Start multinational phase III study for
paroxysmal nocturnal hemoglobinuria

3

Promote digital
transformation and
PHC

• File for approval of FoundationOne Liquid

4

Strengthen sustainable
platforms

• Implement and manage new HR system

Risk Factors
• Biosimilars
• Generics
• Government pressure on pricing
• Environmental changes
• New modalities, etc.

Maximize the value of
growth drivers

• Promote AI in drug discovery and acquire and train digital talent
• Accelerate collaboration with external partners

• Achieve higher scores in ESG

3. Maruho Co. Inc. is filing for approval of atopic dermatitis.
Galderma S.A. is conducting the global phase III study for prurigo nodularis.
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We will maintain a strong growth trajectory
by investing aggressively for the future
beyond IBI 21. Creation of innovative drugs
will remain the core of our business, but
as a top innovator, we will deliver value
with a broader view. This includes providing
value beyond pharmaceuticals, developing
more sophisticated solutions, and innovating
through collaboration with players in diverse
industries, such as the IT and digital sector.
We expect profit growth to be fueled
mainly by new growth drivers, progress
in the development of middle molecule
drugs, enhancement of drug discovery and

productivity from the start of operation of
new research facilities, and advances in
next-generation PHC.
So, what is the key to maintaining this
value creation? In my view, it all comes
down to the pursuit of innovation.

Q．How will you promote innovation?

We will make Chugai a company that continues to innovate by concentrating resources in
science, technology, and in human capital and corporate culture.
Chugai focuses on innovation in the creation
of drugs. However, efforts to innovate are
not limited to research and development
operations alone. The whole company
must concentrate on these efforts to be a
company that continues to innovate.
That is why I am placing priority on science,
technology, and on human capital and
corporate culture, and we will concentrate
resources in these areas. Science is the
source of our value and provides the
criteria for evaluating our activities.
Technology is our strength and lifeline.
And most important of all is our people.
By strengthening talent management
and diversity and inclusion (D&I) and

aggressively investing in human capital,
we want to create a corporate culture that
fosters innovation.
D&I is a must for accelerating innovation.
We have actively promoted D&I since
the launch of a working team in 2010,
and the ratio of female managers has risen
steadily. But we still have more to do. In a
few years, gender diversity may no longer
be an issue of discussion in the Company,
but right now we are in the phase of
intentionally and intensively promoting it,
and intend to step up related activities.
We plan to devote further resources to
diversity of nationality, which is another
area where we need to improve.

In April 2020, we will introduce a new
personnel system that prioritizes assigning
the right people to the right positions.
Under this system, instead of assessing
the abilities and past contributions of
employees, we will clearly define the
requirements of all positions in the
company to make it easier for employees
to manage their own career development
and challenge themselves in higher roles.
By giving opportunities to capable
employees, the personnel system itself
will support innovation.

Q．In conclusion, what are your aspirations for Chugai’s management?

Under the new management team, we are working to increase corporate value through an
emphasis on dialogue.
Our approach of assigning the right people
to the right positions also applies to people
in management. In the recent changes in
representative directors, the appointment
of Dr. Osamu Okuda to the position of
Representative Director, President and
COO was a transparent process of
selection from multiple candidates
through discussions by the Nominating
Committee. We also placed importance
on a smooth transition. I have high hopes
for Dr. Okuda in his new position because
of his character, his abilities, and his record
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of achievements. He also played a central
role in drafting the new Mission Statement
and IBI 21, and fully shares my management
philosophy. I intend to continue pursuing
innovation under the new management
team of Deputy Chairman Motoo Ueno,
President Okuda and myself.
Chugai is well positioned for further
value creation. Benefiting patients is
connected directly to the value we share
with stakeholders. Therefore, we remain
committed to becoming a top innovator

that contributes to the realization of
advanced and sustainable patient-centric
healthcare.
I will redouble my efforts to communicate
this value creation path in a clear and
simple way both in the Company and to
external stakeholders. My efforts will focus
on enhancing our corporate value through
an emphasis on dialogue.
Look forward to even more innovation
from us.

About Us/Messages from Management

Message from the COO

on video letters from patients. Participating
managers were reminded that their core
business has value that can change patient’s
lives. We plan to devote further efforts to
pursue shared value with employees.
What should Chugai do based on these
ideas? Over the long term, the medical
community is expected to converge
on Value-Based Healthcare (VBHC).
Eventually, only solutions that offer true
value to patients and society – value
that has been proven with data – will be
adopted. To provide such high value, it
is essential to further advance our drug
discovery technology, which is one of our
strengths, and deepen our understanding
of the biology of diseases.

Dedicated to creating value for each patient, we aim
to become a top innovator that will lead the global
healthcare industry.

Dr. Osamu Okuda
Representative Director, President and COO

Beginning My New Role as COO
I am Osamu Okuda, Chugai’s newly
appointed President and Chief Operating
Officer.
With a history spanning more than 90
years, Chugai has established a unique
business model through its strategic
alliance with Roche, becoming an innovator
in drug discovery that is unparalleled in
Japan. My duty, as I see it, is to generate
sustainable growth through a dedication
to creating value for each patient, and to
steer Chugai on a course toward becoming
a globally recognized top innovator in
the healthcare industry. I am honored
to be entrusted with Chugai’s future. I am
also firmly resolved to take on this great
responsibility.
Mid-term business plan IBI 21 is progressing
steadily. In addition to focusing on
successfully executing our strategies we

will quickly and firmly implement the
strategies of our strategic agenda with a
medium- to long-term view to achieve
sustainable growth.

Creation of Shared Value and
Corporate Vision
Chugai has made creating shared value its
basic management policy. This means
aligning the value that we create with the
value that society requires. We will meet
society’s demands by wholeheartedly
concentrating even more resources than
ever on dramatic innovation that changes
the lives of patients.
To successfully execute our strategies,
employees must truly understand the
meaning of shared value. In 2019, we
conducted workshops for approximately
900 mid-level managers, at which they
engaged in dialogue with patients and
their families and had discussions based

In this context, going forward I believe
that we need to strengthen our pioneering
spirit and our sensitivity to trends outside
the Company and the industry. Our
employees are highly focused on objectives
and following through to completion.
As healthcare and the required solutions
change, our ability to detect what is
happening outside the Company and in
other industries will become increasingly
important. Moreover, we will need a
pioneering spirit to embrace new
challenges, without being bound by
our existing technologies and approaches.
While the creation of innovative drugs is
at the heart of our business, we will
incorporate the most advanced
technologies and team up with players in
other industries to lead the development
of new solutions.
I am fully committed to making Chugai
a top innovator that will lead the global
healthcare industry. We will think ideas
through, create solutions that offer high
value, and deliver them to patients based
on the pioneering spirit of our Core Values.
In the process, our employees will grow,
and using the profit generated, we will
create further groundbreaking solutions.
This is the virtuous cycle I aim to establish.
Finally, everything we do is founded on
integrity. We will strive to maintain an open
and sincere dialogue with our stakeholders
to meet the expectations and demands
of society.
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Our Approach to Value Creation

Our History and Shared Value
Chugai was founded in 1925 in response to the shortage of medicine after the Great Kanto Earthquake.
Since then, we have consistently conducted business while sharing value with patients and everyone
involved in providing healthcare. There have been six major turning points and important decisions in
our history, and underpinning those decisions has always been our consideration of what kind of value
we can create.
Turning Point 1

Turning Point 2

Turning Point 3

Shift to Prescription
Pharmaceuticals

Focus on
Biopharmaceuticals

Strategic Alliance
with Roche

1960s

1980s

Since 2000s

Japan’s National Health Insurance system was
established in 1961, enabling all citizens to enjoy
stable healthcare. Under this system healthcare
progressed, which in turn necessitated a broader
range of pharmaceuticals to provide more
treatment options. In response, Chugai shifted its
business focus from manufacturing and sales of
over-the-counter (OTC) drugs to prescription
drugs. We also decided to concentrate on
research and development in order to produce
innovative medicines. As a result, our stagnating
business performance began to recover.

In the 1980s, although medical care was
advancing, Chugai decided that establishing
biotechnology was essential because it believed
that unmet medical need could not be fully
addressed with the chemically synthesized smallmolecule drugs that were then mainstream.
We invested resources in the research and
development of biopharmaceuticals, which
offered new approaches to diseases and
promising therapies with high efficacy and
safety. We also worked to establish massproduction technology, and in the early 1990s
launched a biopharmaceutical that used gene
recombination technology, creating the
cornerstone of our later strengths.

Seeking to benefit patients globally and
accelerate innovation, in 2002 Chugai embarked
on a strategic alliance with Roche, one of the
world’s leading pharmaceutical companies.
From this alliance emerged a unique business
model that leveraged the strengths of both
companies. This model enabled us to in-license
Roche products that had already been approved
overseas, and to utilize Roche’s cutting-edge
expertise and infrastructure to expand our
own value contribution. Subsequently, we
transformed our revenue structure by
reorganizing our business operations, research
laboratories and plants.

Main Shared Value

Main Shared Value

Main Shared Value

Patients: Access to comprehensive medical care
Society: Expansion of treatment options; a stable
healthcare system; further advances in the
healthcare and pharmaceutical industries

Patients: Treatment options for a wide range of
diseases; promising therapies with high efficacy
Society: Evolution and diversification of
treatment methods; advancement of approaches to
diseases; development of bioscience

Patients: Use of excellent Roche products
(elimination of drug lag)
Society: Rapid expansion of treatment options;
world-class quality in products and solutions

Turning Point 4

Promoting the Adoption and Advancement of PHC
When Herceptin was launched, there were numerous challenges in
establishing PHC, but we worked to promote its adoption in cooperation
with medical institutions, various groups, local governments and others.
The advent of the next-generation of PHC brings with it expectations
of treatment optimized for each patient, aided by advances in genetic
analysis and drug discovery technologies. Chugai is pursuing various
initiatives to promote advances in PHC as a pioneer in this approach
to healthcare.
See “Strategy 3: Promote Advances in PHC” on page 46.
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Examples of Initiatives to Promote
Adoption of PHC

Examples of Initiatives to Promote
Advances in PHC

• Drug discovery based on PHC

• Promotion of gene panel testing

• Co-development of companion diagnostics

• Expansion of tumor-agnostic therapies

• Programs to improve screening procedure
standards and screening rates
• Support for creation of guidelines

• Cooperation with and support for medical
institutions and governments to advance
cancer genomic profiling

• Provision of various information;
study sessions

• Research that provides proof of value in
advances in PHC

Our Approach to Value Creation

Turning Point 4

Turning Point 5

Turning Point 6

Promotion of PHC

Launch of Therapeutic
Antibody and Continuous
Creation of Innovative Drugs

Commitment to Realizing
Advanced and Sustainable
Patient-Centric Healthcare

Since 2000s

Since 2000s

Since 2019

Personalized healthcare (PHC), in which the optimal
treatment is provided based on the patient’s
genetic profile and other diagnostic information, is
a current trend in healthcare that offers significant
benefits to all stakeholders. Recognizing that the
expansion of PHC would be essential in healthcare
going forward, in the 2000s Chugai focused on
advancement of PHC in Japan, starting with the
launch of Herceptin and other products in-licensed
from Roche. We are making major contributions as
a PHC pioneer, not only through research and
development but also through support activities
such as providing information to healthcare
professionals and creating guidelines.

To further address unmet medical need, Chugai
made large investments and in 2005 launched
Actemra, the first therapeutic antibody created
in Japan. Since then, we have produced a
succession of innovative drugs by investing
our resources in creating products from our
own research and the advancement of
technologies. So far, Chugai products have
received breakthrough therapy designations
from the U.S. FDA eight times. Chugai continues
to maintain the top share* of the Japanese
oncology and therapeutic antibody markets.

In view of the challenges facing the healthcare
industry, including further responding to unmet
medical need, structural changes in society, and
strained healthcare finances, Chugai declared in
2019 that it would work toward becoming a top
innovator for advanced and sustainable patientcentric healthcare based on creation of shared
value. Although our basic idea has not changed
since the Company was founded, this declaration
represents our commitment to solving challenges
facing society and achieving Chugai’s own growth
by contributing to the advance of healthcare, with
patients at the center.

Main Shared Value

Main Shared Value

Patients: Administration of drugs only when they
are expected to be effective; improved quality of
life; reduced burden
Society: Optimal treatments for each patient
stratum; avoidance of unnecessary administration

Patients: Superior efficacy and safety;
groundbreaking outcomes
Society: Evolution of treatment paradigms; fuller
treatment adherence and diagnosis; response to
rare diseases

Shared Value from Realizing Advanced
and Sustainable Patient-Centric
Healthcare
Chugai has defined its shared value with each
group of stakeholders that goes beyond simple
cooperation.
▶ See “Analysis of Value Provided” on page 14.

* Copyright © 2020 IQVIA.
Source: JPM 2019. Reprinted with permission.
The scope of the market is defined by Chugai.

Turning Point 5

Breakthrough Therapy Designations
The breakthrough therapy designation of the U.S. FDA is
aimed at expediting the development and review of drugs
for the treatment of severe or life-threatening diseases or
symptoms. A drug must be highly innovative to receive the
designation, but receiving it is valuable for various reasons.
For example, a drug with this designation receives priority
review, which shortens the development period, bringing the
drug to patients as quickly as possible. Five Chugai products
have received eight breakthrough therapy designations, which is
further evidence of our strong drug discovery capabilities.

Chugai Products That Received Breakthrough Therapy Designation
Jun. 2013

Alecensa (treatment of people with ALK-positive metastatic NSCLC whose disease has progressed
on crizotinib)
Jun. 2015 Actemra (systemic sclerosis)
Sep. 2015 Hemlibra (people 12 years of age or older with hemophilia A with factor VIII inhibitors)
Sep. 2016 Alecensa (first-line treatment of ALK-positive NSCLC)
Oct. 2016 Actemra (giant cell arteritis)
Apr. 2018 Hemlibra (hemophilia A without inhibitors)
Dec. 2018 Satralizumab (SA237) (neuromyelitis optica and neuromyelitis optica spectrum disorder)
Dec. 2019 Nemolizumab (CIM331) (pruritus associated with prurigo nodularis)

See “Focus 1: Evolution of Antibody Engineering Technologies” on page 50.

Annual Report 2019

11

Value Creation Model

Mission Statement

—Innovation all for the patients—
Mission
Dedicate ourselves to adding value by creating and delivering innovative products and services
for the medical community and human health around the world
Core Values

Patient Centric – Pioneering Spirit – Integrity
Envisioned Future
Become a top innovator for advanced and sustainable patient-centric healthcare, powered by
our unique strengths in science and technology and the alliance with Roche

Creation of shared value for
Chugai and Society
Chugai
growth and
development

Realize advanced
＝ and sustainable ＝
patient-centric healthcare

Increased
corporate value

Social
growth and
development

1

Resolution of
social issues

Focus on innovation
Creation of innovative drugs and services

2
Chugai’s unique
science and technologies

Strategic alliance
with Roche

Two Revenue Bases
Strategic Alliance with Roche
Products from Chugai research

Products In-Licensed from Roche

Able to specialize in highly
innovative drug discovery

Exclusive domestic sales of
breakthrough therapies

3
Revenue base that drives growth (Out-licensing
to Roche and global market development)

Stable revenue base (Efficient product
launches through collaboration with Roche)

Chugai business model
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Our Approach to Value Creation

Chugai has adopted “creating shared value” as its basic management policy, in line with its
philosophy of growing together with its various stakeholders by solving social issues through
business activities.
The goal of this shared value, which is also part of our Envisioned Future, is to realize advanced
and sustainable patient-centric healthcare. Healthcare is facing significant change, driven by
dramatic advances in life sciences and digital technology, and healthcare issues will become
increasingly sophisticated and diverse. The contribution of the healthcare industry will also
expand to encompass needs not just in the treatment phase, but throughout the patient’s lifetime
from prevention and diagnosis to post-treatment, including the provision of solutions “beyond the
pill.”(See diagram below.)

1
See “Analysis of Value
Provided” on
page 14.

Expanding Scope from “The Pill” to “Around the Pill” and “Beyond the Pill”
Projected Changes in Healthcare Market
Where to play

Key Drivers

ICT advances

×
Financial strain

Diagnosis

Tangibles
(Products)

Treatment

Posttreatment

The Pill
Intensifying competition
based on value of new drugs
(Prices will fall for products
that cannot be differentiated)

What to offer

×

Changes in healthcare
industry structure

Development of
life science

Prevention

Around the Pill
Enhancement of value by combining drugs
with digital technologies, etc.
Intangibles
(Services)

Beyond the Pill
Development of healthcare as a service and information industry

Meanwhile, the financial strain on healthcare systems due to the growth and aging of populations
worldwide is an issue that must be resolved to ensure the sustainability of those systems.
Our thinking on solutions to these issues is closely aligned with the Sustainable Development Goals
(SDGs) adopted by the United Nations. We are working on 10 of the SDGs in addition to “3. Good
health and well-being,” the development goal we are focusing on the most. We also endorse
initiatives such as the Task Force on Climate-related Financial Disclosures (TCFD) and the Carbon
Disclosure Project (CDP), which reflects top management’s strong commitment to addressing
climate change and other global issues. See “Strengthen Sustainable Platforms” on page 48.

The top priority goal directly linked to our Mission (3), the four goals required to achieve it (8, 9, 12 and 17) and the six
goals that form the basis of our business activities (5, 6, 10, 13, 15 and 16)

The key to creating shared value is to focus on innovation. As technology progresses and the
financial strain on healthcare systems increases, only solutions that offer true value for patients
will be pursued. In such an environment, companies will need to innovate continuously in order
to survive. Chugai will focus its resources on innovation, powered by its unique capabilities in
science and technology and the strategic alliance with Roche.

2

We believe that Chugai’s unique business model makes such value creation possible. It is vital
that we make full use of this business model that combines two revenue bases – products from
Chugai research, which drive growth, and products in-licensed from Roche, which generate
stable revenue.

3

On the following pages, we analyze and examine each component of our value creation model.

See “Examination of
Innovation” on
page 16.

See “Analysis of
Business Model”
on page 18.

In addition, we have established 25 material issues in eight categories to be given priority in our
efforts to create shared value. See “Chugai’s Material Issues” on page 37.
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Value Creation Model

1 Analysis of Value Provided

Communities
• Advanced and sustainable
community-based care
• Improvement of local
government finances
• Climate change countermeasures
• Water resource
conservation activities
• Use of recycled
resources

Countries
• Growth of the
healthcare industry
• Improvement of
fiscal balance

Payers and
regulators
• Sustainable healthcare
financing
• Appropriate
spending levels

Healthcare
professionals and
medical institutions
• Better disease control

Families of patients

• More treatment options

• Burden reduction

Patients
“Overall value”
Suppliers and
wholesalers, etc.

Shareholders and
other investors, etc.

• Better drug efficacy and safety
• Better QoL
• Treatment choices that
fit each patient

• Economic stability and
development

Universities and
research companies/
institutions
• Co-creation of innovation
• Elucidation of disease
mechanisms

Employees
• Job satisfaction and
sense of fulfillment

• Higher added value
• Increased profits

Medical device
manufacturers and
healthcare companies
• Collaborative solutions

• Enhanced abilities

Helping to build a framework for healthcare while sharing value with stakeholders will be essential
for realizing advanced and sustainable patient-centric healthcare.
Chugai carefully examined the kinds of value that will be important to create and share with each
group of stakeholders, and established indicators to quantify and measure changes in value. (See
the diagram above and the table to the right.)
For example, drug efficacy and safety is of the utmost importance for patients. In addition to the
prescription and use of our products in Japan, we also place importance on the treatment outcome
and safety information relating to patients worldwide that we obtain through the Roche Group’s
network. Other key types of shared value include patients’ quality of life and the ability to provide
treatment consistent with patients’ personal values. As a leading company in Japan in the oncology
field and the hospital market, Chugai has also established key indicators such as treatment
adherence rates and treatment outcomes by disease area in each region.
While examining and considering these indicators, Chugai will strive to embody advanced and
sustainable patient-centric healthcare as the value it aims to provide, and visualize progress toward
that goal.
Statistics for Key Global Chugai Products (including cooperation with Roche)
Actemra

Alcensa

Total of more than

1,000,000 patients treated
Approved in over 110 countries
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Approved in over

85 countries

Hemlibra

Total of more than

6,000 patients treated
Approved in over 90 countries

Our Approach to Value Creation

Value Shared with Stakeholders and Key Value Indicators
Stakeholder

Shared Value

• Better drug efficacy and safety

Patients

Families of
patients

Healthcare
professionals and
medical institutions

• Better QoL
• Treatment choices that fit
each patient

• Burden reduction

• Better disease control
• More treatment options

• Advanced and sustainable
community-based care

Communities

• Improvement of local government
finances
• Climate change countermeasures
• Water resource conservation
activities

Value Indicators
Indicators Used by Chugai

External Indicators

• Number of new products launched
and additional indications
• Number of safety information
reports
• Number of development projects
and products based on PHC

• Treatment outcomes in each
disease area
• Treatment adherence rate
• Medication and post-treatment
care costs

• Number of development projects
and products based on PHC

• Total cost of care for patients

• Number of new products launched
and additional indications

• Treatment outcomes in each
disease area
• Number of standard of care
guidelines

• Number of liaison activities
• Energy consumption
• Eliminate use of specific
fluorocarbons
• Waste recycling ratio

• Treatment adherence rate
• Drug costs in hospital market
• Environmental-related
assessments

• Revenues
• Income taxes paid

• Growth rate of healthcare
industry
• Taxable capacity of the industry

• Number of new products launched
and additional indications
• Number of development projects
and products based on PHC

• Health insurance costs

• Use of recycled resources

Countries

Payers and regulators

• Growth of the healthcare industry
• Improvement of fiscal balance

• Sustainable healthcare financing
• Appropriate spending levels

Universities and
research companies/
institutions

• Co-creation of innovation
• Elucidation of disease
mechanisms

• Number of joint research projects
• Number of research agreements/
alliances

• Number of clinical studies in
main disease areas

Suppliers and
wholesalers, etc.

• Economic stability and
development

• Sales
• Number of risk evaluations

• Growth rate of healthcare
industry

Medical device
manufacturers and
healthcare companies

• Collaborative solutions

• Number of cooperative solution
development projects

• Growth rate of healthcare
industry

• Employee awareness surveys
• Productivity indicators

• Diversity and inclusion-related
indices

• Core EPS CAGR
• Payout ratio

• ESG rating
• Market capitalization

Employees

• Job satisfaction and sense
of fulfillment
• Enhanced abilities

Shareholders and
other investors, etc.

• Higher added value
• Increased profits
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2 Examination of Innovation

Innovation
Investment
in science
capabilities

Investment in
technological
advancement

Investment in human capital
and corporate culture

Reinforcement of foundation

Improvement of
efﬁciency and speed

Chugai’s unique science and technologies

Outsourcing and
streamlining
(other than core functions)

Strategic alliance with Roche

In an environment characterized by financial strain on healthcare systems and changing social
structures, it is inevitable that only solutions that offer true value will be pursued. Pharmaceutical
companies cannot demonstrate value to society without innovating, yet innovation is not easy and
requires substantial investment of resources. According to one study,1 the cost to research and develop
a drug, including the cost of failures, is more than $2.5 billion. The top five global pharmaceutical
companies spend roughly ¥1 trillion annually on research and development.2
Chugai’s research and development activities are very efficient, partly because Chugai utilizes Roche’s
research infrastructure and the companies jointly conduct global studies. Considering the outlook for
the healthcare market, however, creating an environment and corporate culture for further innovation
is an urgent issue. We need to transform our business structure so we can focus every available
resource on innovation. Based on these circumstances, Chugai will examine exactly what kind of
innovation to focus on, as explained below.
Chugai has decided it will focus investment of resources on innovation in three areas: technological
advancement, science capabilities, and human capital and corporate culture.
Resource investment in technological advancement will encompass everything directly related to
innovation, such as our drug discovery modalities – antibodies, small molecules and middle molecules
– as well as identification of targets, formulation, device technologies, and development of research
material technologies. Development of life science technologies is accelerating, and it will be
important to not only acquire the latest data analysis technology, but also to take advantage of
outside resources, including cooperation with specialized institutions and companies.
As for investment in science capabilities, main areas of focus will include research in pathology and
the visualization of value. In addition to Chugai’s own research, our comprehensive collaboration
agreement with IFReC and other open innovation with academia will be essential. Resource
investment in this area will encompass not only research and development but also analysis of realworld data3 and epidemiological demonstration of product value.
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Our Approach to Value Creation

Human capital and corporate culture are the basis of innovation and the prime resources driving the
evolution of technology and science. As such, investment in these areas is an absolute must. Over its
history, Chugai has changed its business structure and business areas and overcome numerous
difficulties through innovation, and that DNA has been inherited by our employees. Building on this
foundation, we will focus on priorities such as investing in human resource development and
recruiting, accelerating diversity and inclusion, and fostering a corporate culture of constantly
pursuing innovation.
To enable these investments of resources, we first need to establish the infrastructure and find the
necessary resources.
We will do this in three ways. First, we will reinforce the foundation of various functions such as
clinical development, regulatory affairs, and sales and marketing, while enhancing our technological
base and research platform, including cooperation with Roche.
Second, we will improve efficiency and speed. This will be essential in focusing our limited funds,
time and personnel on innovation. Accordingly, we have begun initiatives such as rationalization,
including the use of robotic process automation (RPA), as well as digitalization and the introduction of
AI, in addition to the productivity improvement projects that individual departments have been
carrying out on their own.
Third, we will review our business structure, outsourcing and streamlining of non-core functions. This
will help to free up capital for innovation. With measures including the transfer of long-term listed
products and review of processes for every function, we will work to establish a sustainable and
resilient profit structure.
1. Source: DiMasi, J.A. et al., Journal of Health Economics 47 (2016): 20-33
2. Calculated by Chugai from 2019 financial results of the companies
3. Data from clinical practice

Example 1: Development Background of Switch Antibody™
The idea of Switch antibody engineering technology for solving the problem of on-target toxicity* was conceived in 2010, but it took nearly 10 years to
perfect. Proving the concept and designing the technology for optimization was exceptionally difficult not only because the technology was for
creating an antibody with an original mode of action, but also because the antibody had no established precedent and was highly complex. Despite
these challenging conditions, and although it was a process of trial-and-error, the antibody
engineering technology discovery process moved forward because of our organizational culture in
which various divisions cooperate and enthusiastically engage in positive, creative discussions for
impressive drug discovery. In addition, we made investment decisions to concentrate resources on
that effort. It became a model case of innovation through the advanced combination of core analytical
technologies, the pharmacology function and antibody engineering technologies, while deepening
our understanding of biology.
See “Focus 1: Evolution of Antibody Engineering Technologies” on page 50.
* Toxicity in which there is excessive pharmacological action when the antibody binds to the target molecule.
Toxicity remains a challenge in creating therapeutic antibodies.

Creation of ideas and hypotheses

PDCA

Verification and discovery through testing

Creation of groundbreaking new
drugs based on original discoveries
and inventions

Example 2: TACTICS – A System for Allocating 20 Percent of
Research Workloads to Idea Creation
The Research Division started an initiative called “TACTICS” in 2019 to promote innovation. This
system involves approximately half of our researchers across the division, and requires that they
allocate at least 20 percent of their workloads to the generation, testing and verification of new
ideas. Respecting the autonomy of researchers, the division leaves the specific details of
activities to their discretion. The intention is to systematically concentrate on innovation by
focusing our human resources and their time on the generation and verification of ideas. It is
clear that idea creation will be even more vital in the healthcare industry going forward. Based
on the theme of “Innovation in Drug Discovery through the Transforming Fusion of Biology
(Science) and Technology,” and with TACTICS underpinning our efforts, we intend to foster an
organizational culture that is focused on talent development and continuous innovation.
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3 Analysis of Business Model

Win-Win Relationship with Roche

Products from Chugai research

Independent
management
(stock listing maintained)

Concentrate on innovation
through an emphasis on
originality and diversity

Access emphasizing
economies of scale
and regional optimization

• Handling of innovative drugs created by Chugai
• Presence in Japan, one of the world’s largest
markets

Advantages for Roche

Global marketing utilizing Roche’s
network

Products in-licensed from Roche
Development and marketing in Chugai’s
territory (Japan, South Korea and
Taiwan)

• Marketing that matches Japan’s business
environment
• Increase in the Roche Group’s corporate value

• Chugai has right of first refusal on the development and marketing of Roche products in Japan

Contractual arrangements
regarding Chugai and
Roche products

• Roche has right of first refusal on the development and marketing of Chugai products outside Japan
• Worldwide except in Chugai’s territory
• Chugai offers all development projects to Roche in the early PoC stage
• Co-promotion rights in the U.K., Germany, France, etc.
(Discussions about China on a drug-by-drug basis)

Features and Outcomes by Business Model Function
Area/Function

Features of Business Model

Outcomes of Relationship and Cooperation with Roche

Management

• Stock listing maintained by
guaranteeing independence
• Minority interests ensured
• Management with a broad,
long-term view

• Basic Agreement emphasizes Chugai’s management independence and maintenance of stock listing.
• Executive directors, independent outside directors, and directors concurrently sitting on Roche’s Board
of Directors each comprise one-third of Chugai’s Board of Directors.
• Joint committees with Roche and close consultation between senior managers take place routinely.
Chugai and Roche share and confirm each other’s mission, values and direction.

• Concentration on innovation through
independent decision-making
• Efficient research activities
• Acceleration of efforts driven by friendly
rivalry within the Group

• Activities are based on Chugai’s independent decision-making, including selection of research
projects and investment of resources.
• Chugai can use Roche’s research infrastructure, including its large, high-quality compound library.
• In the Roche Group, a culture of friendly competition between the research divisions of each company
provides mutual motivation.

• Optimal timing of collaboration
with Roche
• Efficient and rapid global marketing
utilizing the Roche Group’s infrastructure
• Access to latest market information
globally

• While Roche has right of first refusal on the global development of Chugai products, Chugai has
exclusive development and marketing rights to Roche products in Japan.
• Out-licensing of products from Chugai research is immediately offered to Roche upon achievement
of early PoC (changed in 2014). This has enabled faster development by reducing “white space” in
the development process.
• Participation in global studies conducted by Roche for in-licensed and out-licensed products that
extend worldwide. Chugai manages clinical trials in Japan.
• Chugai is establishing its own independent global development system in order to quickly achieve
early PoC.

Pharmaceutical
Technology and
Production

• Optimization of global production system
• Conformance with the world’s most
advanced management standards
• Information-sharing in the areas of
supply chain management and
environment, health and safety (EHS)

• In principle, products from Chugai research are manufactured by Chugai and exported to Roche,
but for Actemra, technology has been transferred to Roche Group production bases.
• Roche, which manufactures and markets products worldwide, shares its knowledge on the latest
GxP compliance.
• In addition to incorporating Roche’s expertise in supplier due diligence and management, Chugai
and Roche keep each other informed about EHS management of production bases.

Marketing/
Medical Affairs/
Drug Safety

• Provision of solutions tailored to regional
characteristics
• Sharing of various information with
Roche and establishment of common
infrastructure for safety information

• Chugai provides solutions in each territory with a focus on local healthcare systems and regional
characteristics.
• However, when necessary Chugai and Roche share information and cooperate across regions in
marketing strategy, generation of evidence and other matters for each product.
• Safety information on each product is collected and analyzed in real time in cooperation with Roche.

Research

Clinical
Development
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Our Approach to Value Creation

Chugai’s Business Model
Chugai’s business model, in which Chugai is a member of the Roche Group while maintaining
autonomy and management independence, allows us to concentrate on innovation through an
emphasis on originality and diversity, thereby contributing to the enhancement of Chugai’s corporate
value as well as the growth of the Roche Group. This unprecedented business model was viewed
with considerable skepticism when the alliance began, but is now seen as the foundation for
Chugai’s growth.
The business model has continued to evolve over the years since the strategic alliance began in
2002, but further innovation will be essential in achieving advanced and sustainable patient-centric
healthcare.
A summary of this business model, which is founded on a win-win relationship with Roche, shows
how we are cooperating and what value is being generated in each function.
▶ See “Features and Outcomes by Business Model Function” on page 18.

Two Revenue Bases (Products from Chugai Research and In-Licensed from Roche)
Products from Chugai Research

Products In-Licensed from Roche

Able to specialize in highly
innovative drug discovery

Exclusive domestic sales of
breakthrough therapies

Revenue base that drives growth (Out-licensing
to Roche and global market development)

Stable revenue base (Efficient product
launches through collaboration with Roche)

54.5
51.0 52.7 52.5

49.8
35.3

44.9

34.0
32.6

33.3

36.3

0

146

397

618

4,567
47.8
3,021

42.7

23.5

0

52.6

46.0

1,224
842 1,037

1,497

1,879

44.6

2,291

2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019
■ Global sales of products from Chugai research* (Millions of CHF)
Share of total domestic sales from products in-licensed from Roche (%)

*Actemra, Alecensa and Hemlibra

Based on its unique business model, Chugai has established two revenue bases – products from
Chugai research and products in-licensed from Roche. This model creates a sustainable cycle in which
stable revenue from products in-licensed from Roche enables Chugai to make a concentrated
investment in innovation, which accelerates continuous creation of innovative products, and the
subsequent out-licensing of these products to Roche contributes in turn to Roche’s growth over the
long term and enables Roche to further invest in research and development. Completing the cycle,
Chugai can then launch innovative new products in Japan that arise from Roche’s powerful research
infrastructure and wide-ranging partnerships.
To achieve steady and strong growth, it is important for both of these revenue bases to grow, and
since 2012 the share of total domestic sales from products in-licensed from Roche has stayed
relatively stable, as initially planned. On the other hand, global sales of products from Chugai research
supplied through Roche’s network have grown rapidly, with overseas approvals obtained for Actemra
in 2009, Alecensa in 2015 and Hemlibra in 2017.
This revenue structure, in which products from Chugai research and products in-licensed from Roche
are both growing while global expansion of products from Chugai research serves as a growth driver,
is evidence that our business model through the strategic alliance with Roche is successful.

Chugai’s Unique Strengths
Continuous
provision of
innovative drugs

Leader of nextgeneration PHC

Provision of
advanced patientcentric solutions

Unique science and
technology

Strategic alliance
with Roche

See “Chugai by the Numbers
(2019)” on page 2.
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For Reference: The Pharmaceutical Industry and

Chugai’s Business

Evolution of Drug Therapy
1900

1960

1970

1980

1990

2000

From 2010

Naturally derived
components and
their derivatives

Screening by
organic synthesis

Focusing on
in vivo receptors

Application of
genetic engineering

Focusing on
in vivo enzymes

Application of
post-genome
technologies

Regenerative
medicine/
Gene therapy

Anti-inflammatory
analgesics

Anti-hypertensive
drugs

H2 blocker

Penicillin

(Peptic ulcer)

First antibiotic

Gastric ulcer surgery no
longer necessary,
significantly reducing
patients’ burden

Saves many people from
infectious diseases

Chugai’s Progress ▶

Since the discovery of penicillin in 1928,
drug therapy around the world has
advanced in line with scientific
developments. Specifically, better
understanding of in vivo disease
mechanisms and the development of
genetic engineering technologies and
genomic analysis have led to the creation
of a large number of innovative drugs.
Since the 2000s, the expansion of
molecular targeted therapies targeting the
proteins and genes that cause diseases
has enabled good treatment outcomes
even for diseases that were previously
considered difficult to treat or control, such
as rheumatoid arthritis and breast cancer.
In recent years, further advances have
been made in the treatment of cancer,
which will affect almost one of every two
people in developed countries at some
point in their lives. Immune checkpoint
inhibitors, a new cancer immunotherapy,
are a prime example. These drugs target
the signals produced by cancerous tissues
that block the immune system’s activity.
By inhibiting these “brake” signals,
immune checkpoint inhibitors allow the
immune system to function normally so
they can attack the cancer cells. Another
promising new trend in cancer treatment
is cancer genomic profiling. Cancer
treatments have typically been classified
according to the organ where the cancer
occurs (lung, stomach, etc.) or the tissue
type (adenocarcinoma, squamous cell
carcinoma, etc.), but as genetic mutations
have become better understood, treatment
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Immune checkpoint
inhibitors/Molecular
targeted therapies

Lipid-lowering
drugs
Human insulin
Interferon

Discovered in Japan
Prevention of
adult diseases

Stable supply of
biopharmaceuticals

Focus on
technology

Therapeutic
antibodies
Molecular targeted
drugs
PHC

Optimal treatment
options for individuals

Pinpoint attacks on
cancers and immune
disorders

Launch of
biopharmaceuticals
Epogin
Neutrogin

classification has extended beyond
conventional classification. Selecting
treatments according to the the genetic
mutation pattern (tumor-agnostic
treatment) has gained wider acceptance.
This approach, combined with the
development of next-generation
sequencers and other technologies that
make it possible to read large quantities
of gene sequences rapidly, enables
the genetic profiles of patients to be
comprehensively analyzed, which is
expected to lead to more advanced PHC.
Chugai has made an important contribution
to these advances in healthcare. In the
2010s, we developed and launched
Alecensa, an innovative targeted
molecular therapy, and in 2018 we
obtained approval in Japan for Tecentriq,
an immune checkpoint inhibitor. In 2019,
we obtained approval in Japan for
Foundation One CDx Cancer Genomic
Profile, a cancer genomic test that
enables gene panel profiling, and
launched Rozlytrek, a tumor-agnostic
therapy approved for all solid tumors with
a specific gene mutation. Chugai will
continue its pursuit of innovation with a
focus on realizing more advanced PHC.
Although innovative drugs are being
created, the drug pricing system is a
serious risk for the future of the
pharmaceutical industry, particularly in
Japan. In Japan, fundamental reforms
were made to the NHI drug pricing
system in 2018 as a measure to curb

Launch of first
therapeutic antibody
created in Japan

Breakthrough
therapy designation
from U.S. FDA
Alecensa,
Hemlibra,
Actemra,
Satralizumab and
nemolizumab

Actemra

rising healthcare costs. The number of
innovative drugs subject to premium
pricing to promote the development of
new drugs was reduced, and evaluation
of innovation became stricter. Moreover,
the markets for other products have
shrunk as a result of the introduction of
quarterly drug repricing based on market
expansion in addition to regular drug price
revisions and policies to promote the use
of generics. Manufacturers of both new
drugs and long-term listed products have
been hit hard by these reforms. There is
concern that the reforms could discourage
innovation in Japan and impede the
advancement of medical care and patient
access to treatments.

Impact of Fundamental Reforms of
Drug Pricing System
Price
New drugs
(products that continue to
be subject to premium pricing)
New drugs
(products subject
to repricing)
2)
1)

Long-term listed
products (off-patent
branded drugs)
2)
3)
4)
Number of products/Volume

System Reforms 1) Reducing the number of products subject
to premium pricing
2) Yearly repricing
3) Measures to reduce prices of long-term
listed products
4) Promotion of generics

Our Approach to Value Creation

Chugai’s Business Process
5-8 years

Approx.
1 year

3-7 years
Clinical trial*

Preclinical

From launch

PhaseⅠ → Phase Ⅱ → Phase Ⅲ

Research

Marketing

Development

Application
for
approval

Medical Affairs

Drug Safety

Pharmaceutical Technology
and Production

Intellectual Property/Quality and Regulatory Compliance

To provide innovative drugs, Chugai conducts its business
largely according to the flow in the diagram above. Research
encompasses work from searching for target molecules to
selection and optimization of drug candidates. Development
consists of conducting clinical trials to prove the efficacy and
safety of drug candidates based on the evidence obtained in
research, as well as activities to obtain the necessary data for
regulatory approval of drugs. Pharmaceutical Technology and
Production involves the establishment of production processes
for the drug candidates selected in research, as well as work
to expedite commercialization and stable supply of highquality products. Marketing entails the provision of solutions
by sharing information with healthcare professionals and
acting as a liaison between healthcare facilities. Medical
Affairs involves generating and disseminating scientific
evidence for products after they have been launched. Drug
Safety encompasses the collection, evaluation, and timely

and appropriate provision of safety data to help ensure the
proper use of drugs. In addition, we have built a system for
providing sophisticated solutions according to regional
characteristics through the appropriate division of labor and
collaboration among Marketing, Medical Affairs and Drug
Safety operations. Activities related to all of these processes
are the functions of Intellectual Property and Quality and
Regulatory Compliance.
*A study to verify the safety, efficacy and other characteristics of a drug in human
subjects. Studies conducted for the purpose of filing an application for approval
are called clinical trials.
Phase Ⅰ: Performed on a small number of healthy volunteers (or, for certain
disease areas and diseases, on patients) to assess the drug’s safety
and the process by which it is absorbed, distributed, metabolized and
eliminated by the body.
Phase Ⅱ: Performed on a small number of consenting patients to determine the
safest and most effective dosage and the dosing regimen.
Phase Ⅲ: Performed on a large number of consenting patients to verify the efficacy
and safety of the new drug in comparison with existing drugs or a placebo.

Chugai’s System for Providing Solutions in Japan
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Advanced
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Primary care physician

Home care, Nursing care

Value We Contribute
• Provide latest evidence
• Consult on individual cases
• Provide safety information
• Promote disease awareness and diagnosis
• Facilitate early diagnosis and treatment
• Support treatment continuation

• Promote team care/
regional healthcare coordination
• Provide information on health economy

Strategy execution matching
community healthcare initiatives

Annual Report 2019

21

Indicators and Performance

Financial and Pre-Financial Highlights (IFRS)
Chugai Pharmaceutical Co., Ltd. and Consolidated Subsidiaries/Years ended December 31

Financial Indicators (Core Basis)
Results

Japanese GAAP

Cost to sales ratio (%)
Ratio of operating expenses
to revenues (%)

IFRS (Core basis)

43.2

43.1

39.8

40.2

44.6

46.4

37.2

37.2

36.2

Revenues (Billions of yen)
Royalties and other
operating income

379.5
33.0

Overseas sales
Tamiflu
Domestic sales
(excluding Tamiflu)1

3.9
18.2

372.1
39.7

423.7

386.6

8.6
8.7

11.3

42.3

61.1

12.0

33.9

498.8

461.1
22.4

24.2

74.3

315.1

320.9

329.2

349.5

2010

2011

2012

2013

2014

2015
Productivity improvement

Edirol
Mircera

Actemra
(rheumatoid
arthritis/U.S.)

Approval of main
products overseas

Perjeta
Actemra
(subcutaneous injection)
Bonviva

Kadcyla

Actemra
(subcutaneous
injection/U.S.)

Actemra
(subcutaneous
injection/E.U.)

Zelboraf

Alecensa

Alecensa (U.S.)

1. From 2017, domestic sales include Tamiflu.

Royalty and Proﬁt-Sharing Income/
Other Operating Income

Core Operating Proﬁt/Ratio of Core Operating
Proﬁt to Revenues
275.0

(Billions of yen)

Core Net Income/Core EPS
(Billions of yen/Yen)

201.0

(Billions of yen/%)

141.0

224.9

167.6

37.2

366.00 4

305.80

32.8
130.3

76.5
103.2
80.6
17.2 17.7

2017

24.1 27.9

2018

20.8
2019

Royalty and proﬁt-sharing income
Other operating income

19.0

2020
(Forecast)

Royalty and profit-sharing income, which is linked to
sales of Chugai (in-house) products by Roche outside
Japan, increased significantly in 2019 due to the
solid global penetration of Hemlibra. Other operating
income, which consists of non-recurring income,
temporarily increased in 2018 due to one-time
income recognized from the transfer of long-term
listed products.

97.3
76.7

22.5

56.8

19.3

2016

2017

CHUGAI PHARMACEUTICAL CO., LTD.

176.42

138.68

122.00

102.50

16.4

2018

2019

2020
(Forecast)

Core operating proﬁt
Ratio of Core operating proﬁt to revenues

The ratio of Core operating profit to revenues is
consistently high because of the low ratio of
operating expenses to revenues. This ratio should
rise further because of increasing ROOI2 and the
declining cost to sales ratio in recent years. In 2020,
we expect our fourth consecutive year of record Core
operating profit due to factors including an increase
in royalty income from Roche relating to Chugai
product Hemlibra.
2. Royalties and other operating income

22

8.2

378.0

Budget control

Launch of main products
in Japan

30.4

82.2

13.0

11.0

324.4

Business process reengineering

Chugai product

51.0

49.7

2016

2017

Core net income
Core EPS

2018

2019

2020
(Forecast)

In mid-term business plan IBI 21, Chugai set Core
EPS CAGR over three years as a quantitative target.
In light of strong sales of global products developed
in-house, Chugai revised its target Core EPS CAGR
from the high single digits3 to around 30 percent 3
(assuming no stock split).

3. Based on constant exchange rates for the three-year
period
4. Based on the assumption of no three-for-one split of
ordinary shares, with a scheduled effective data of
July 1, 2020.

Indicators and Performance

About Core Basis Results
Chugai reports its results on a Core basis from 2013 in conjunction with its decision to adopt IFRS. Core basis results are
the IFRS basis results adjusted by excluding non-Core items, and are consistent with the concept of Core basis results
disclosed by Roche. Core basis results are used by Chugai as internal performance indicators for representing recurring
profit trends both internally and externally, and as indices for establishing profit distributions such as returns to
shareholders. No items have been excluded from the IFRS balance sheet and cash flows, as the Core basis results
concept only applies to the income statement.

52.2

50.7

49.6

33.3

33.4

45.0

32.4

28.6

28.8

740.0

686.2

491.8

534.2

51.9

151.3

168.4

399.9

437.6

411.6

2018

2019

34.9

19.1

94.0

127.9

379.7

405.3

2016

2017

79.5

160.0

97.3

579.8

Chugai has substantially improved its cost
structure in view of the increase in the cost
to sales ratio due to the increase in products
in-licensed from Roche following the signing of
the strategic alliance between the two
companies. We have now secured high
profitability by continuously achieving a ratio of
operating expenses to revenues at a level that
compares favorably with the world’s leading
pharmaceutical companies. Our cost to sales
ratio has been improving steadily in recent
years due to the solid performance of Chugai
global products, which have a lower cost to
sales ratio than those in-licensed from Roche.

43.4

13.5

2020
(Forecast)

Global sales of Chugai products

Alaglio

Hemlibra
(with inhibitors/U.S.)
Alecensa (E.U.)

Hemlibra
(with/without inhibitors)
Tecentriq
Gazyva

FoundationOne CDx
Cancer Genomic Proﬁle
Rozlytrek

Hemlibra
(with inhibitors/E.U.)
Hemlibra
(without inhibitors/U.S.)

Hemlibra
(without inhibitors/
E.U.)

Core Operating Proﬁt (after Taxes)/
Net Operating Assets/Core Return On
Invested Capital

Hemlibra
(with inhibitors/
Taiwan)

Overseas Revenues/Overseas Revenues Ratio

Dividends per Share/Core Payout Ratio

(Billions of yen/%)

(Yen/%)

318.6

(Billions of yen/%)

505.3
431.1

547.0

59.3

2016

18.1
78.6

2017

21.2

242.2

44

2018

96.6
23.1

19.6

100.1

2019

Core operating proﬁt (after taxes)
Net operating assets (NOA)
Core return on invested capital (Core ROIC)

Chugai has been using Core ROIC5 as a financial KPI
since 2019 in order to give greater consideration to
long-term investment efficiency. NOA (2) increased
significantly due to aggressive strategic investments
such as Chugai Life Science Park Yokohama, but
faster growth in Core operating profit after taxes (1)
has resulted in consistent increases in Core ROIC
(1 ÷ 2).
5. Return on invested capital: Indicates how efficiently a
company uses capital invested for business activities
(invested capital) to generate profit.

43.1

158.3
123.3

170.3

2016

2017

35.3
27.3

2018

Overseas revenues
Overseas revenues ratio

2020
(Forecast)

Overseas revenues increased steadily with the
growth in global sales of Chugai products. While we
expect Actemra to become a mature product, we
forecast that the overseas revenues ratio will
continue to increase because of products including
Hemlibra, for which global sales exceeded CHF 1
billion in its third year of sales; Alecensa, which
continues to penetrate the European market; and
satralizumab, which we expect to launch in 2020.

86
14

6
62

52
50.7

2019

150 6

140

440.2

31.9
14.6

We have generated record revenues for three
consecutive years due to factors including solid
sales of mainstay products and of new products
Hemlibra and Tecentriq in Japan, exports of
Chugai products Actemra and Alecensa to
Roche, and an increase in royalty and profitsharing income from Hemlibra. In 2020, we
forecast that sales and earnings will increase
because exports of Hemlibra to Roche and
increased royalties from Roche will more than
offset a year-on-year decrease in domestic
sales due to NHI drug price revisions and
intensified competition resulting from the
launch of biosimilars and generics.

2016

44.7

2017

48.7

2018

45.8
2019

Annual dividends per share
Special dividends
Core payout ratio (Core EPS basis)

41.0

2020
(Forecast)

Regarding shareholder returns, Chugai’s target Core
EPS payout ratio was 50 percent on average. After
taking into account future investment opportunities
and funding plans, from 2020 we have changed to a
target Core EPS payout ratio of 45 percent on average
to maintain our policy of a stable allocation of profit.

6. Based on the assumption of no stock split
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Research, Clinical Development, Pharmaceutical Technology and Production
R&D Expenditures/R&D Expenditures to Revenues/Pipeline Projects
R&D expenditures (Billions of yen)

R&D expenditures to revenues (%)

Number of pipeline projects

102.1
Japanese
GAAP

IFRS (Core basis)

94.2
88.9
74.1

70.5

48

66.6

54.7

18.9

14.4

2010

2011

17.2

2012

34

34

28

30

17.5

2013

49

41

39

37
34

82.6

81.9

80.6

17.5

16.8

16.4

2014

2015

2016

16.6

16.2

2017

14.9

2018

2019

CPR establishment and business expansion, and development of
next-generation antibody engineering technologies

Development of
proprietary antibody
engineering technologies

Investment in facilities to handle
multiple development projects simultaneously

As revenues grow, Chugai increases investment in research and development. In addition
to the steady creation of innovative drugs, our research findings have the potential to
contribute to the advancement of healthcare and the pharmaceutical industry worldwide.
Our policy is to proactively conduct speedy research and development in light of the
competitive environment, as well as to make upfront investments in digital technologies
such as AI to establish and strengthen our competitiveness, while keeping growth in
overall operating expenses within the rate of revenue growth, as a general principle.

Comprehensive collaboration in
immunology research activities with IFReC

Under our strategic alliance with Roche, we have been promoting new drug development
with higher success rates and greater efficiency by collaborating in ways such as
examining and deciding on which Roche products to in-license based on the results of
early-stage clinical trials. In recent years, we have maintained a robust pipeline, with
several products from Chugai research having moved into the clinical phase, including
in-house products from Chugai Pharmabody Research (CPR),1 which has expanded its
operations to accelerate the creation of innovative therapeutic antibodies.

1. Established in Singapore in 2012

Publications in Academic Papers and
Presentations at Scientiﬁc Conferences
regarding Chugai Research Findings2
105

97

86

New Products Launched and New Indications/
Percentage of Product Sales Qualifying for
Premium Pricing

Energy Consumption/
Energy Consumption per Employee
(Thousands of GJ/GJ per employee)

(Number/%)

90
78

74

2,384

10
73

69

355

6

2015

2016

2017

2018

2019

2015

3

2016

2,367

2,185

74
59

2

2,421 4
2,170

326

299

320

296

2

2017

2018

2019

New products launched and new indications
Percentage of product sales qualifying for
premium pricing

2010 3

2016

2017

2018

2019

Energy consumption
Energy consumption per employee

Chugai develops innovative medicines that allow it to
differentiate itself from competitors by continuously
establishing proprietary drug discovery technologies
and applying them to development candidates while
promoting research on commercialization for high
quality and high added value. We will continue to
generate research findings that may contribute to the
overall advancement of healthcare, presenting those
findings at scientific conferences and publishing
them in academic papers.

In 2019, the number of new product launches and
indications expanded year on year due to the launch
of FoundationOne CDx Cancer Genomic Profile (F1CDx)
and Rozlytrek, additional indications for mainstay
oncology product Tecentriq and for Actemra, and
the expanded use of F1CDx as a companion
diagnostic. With our stable revenue base from the
efficient in-licensing of Roche products for the
Japanese market, we will continue to concentrate
on the creation of innovative medicines.

Energy consumption decreased 2.3 percent year
on year in 2019 due to factors including progress
in an energy use visualization system and energy
conservation project. As Chugai enhances its
production system for new drugs, it is also working
to reduce energy consumption as one of its tasks,
based on its Code of Conduct, which includes
“Protection of the Global Environment.”

2. Total of drug discovery and pharmaceutical technology

Note: Products subject to special market-expansion
repricing (2016, 2017: Avastin) are counted as
products qualifying for premium pricing because
they were assumed to meet the conditions for
such pricing in the relevant fiscal years.

3. Benchmark year for mid-term environmental goals
4. Includes 40,000 GJ of overseas consumption
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Indicators and Performance

Human Resource Management
Employees/Ratio of Female Employees
Number of employees (Consolidated)
Number of employees (Non-consolidated)
Percentage of female employees (Non-consolidated/%)

24.2

6,709

6,836

6,779

4,910

4,887

4,764

2010

24.7

24.5

2011

2012

25.4

25.0

4,936

4,932

2013

2014

Creation and implementation
of managerial talent
development program

2015

2016

2017

4,848

2018

2019

Promotion of
work-style reform

Promotion of work-life synergy

Promotion of
gender diversity

Diversity Ofﬁce established

The basic philosophical tenet of Chugai’s human resource strategies is that people are
an invaluable asset that drives a company’s growth and progress. Therefore, our policy
is to promote the hiring, development and use of diverse human resources regardless
of gender or nationality. We place value on the pursuit of innovation and creativity for
delivering innovative drugs to patients around the world, and are therefore committed

Ratio of Female Managers5
(Non-consolidated/%)

14.7
12.6

5,037

4,979

4,950

Introduction of talent management system

Promotion of measures to reduce
excessive working hours

10.7

4,990

7,394

7,432

7,372

7,245

7,169

7,023

6,872

28.6

27.3

26.8

26.5

26.2

to diversity and inclusion as one of our human resource strategies because we recognize
that innovation arises from diverse values and expertise. We will maintain an environment
that enables diverse employees to fully exercise their capabilities, and foster an organizational
culture that generates innovation.

Percentage of Male Employees Taking
Childcare Leave7

Percentage of Employees Using the
Telecommuting System8

(Non-consolidated/%)

(Non-consolidated/%)

83.9

13.3

63.5 9

11.3
52.0

57.7

48.1

42.5 9
29.7

28.8

18.1

16.9

2015

2016

2017

2018

2019

2015

2016

2017

2018

2019

27.2

23.5

7.1

8.8

2015

2016

13.0

2017

2018

2019

Male
Female

To promote the success of women in the workplace,
we set a target ratio of female managers of 16 percent
or higher by the end of 2021 (non-consolidated
employee basis6). The ratio of female managers is
increasing, but we are aiming for further success by
implementing measures to support career development
among women, and we plan to further accelerate our
initiatives to develop female leaders.
Note: Ratio of Female Managers (Non-consolidated employee basis)
2018: 12.6% 2019: 13.7%
5. Number of female managers as a percentage of the total
number of managers
6. Calculated based on Chugai Pharmaceutical (nonconsolidated) employees, including employees assigned
to affiliated companies and external companies. On the
other hand, non-consolidated basis is calculated based on
the definition in the Company’s Yuka Shoken Hokokusho
(Securities Report).

Chugai aims to improve productivity and increase
flexibility in work styles to achieve work-life synergy.
The number of male employees taking childcare
leave is increasing. We are encouraging male
employees to take childcare leave through
awareness-raising activities targeting men with
newborn children and their supervisors and by
providing their supervisors with a handbook
containing guidance on key management points.
7. Number of male employees taking childcare leave
as a percentage of all male employees with
newborn children

Originally introduced in 2012 for childcare and nursing
care, the telecommuting system has expanded to
include use for productivity improvement. In 2019,
we enhanced flexibility by enabling users to record
15-minute increments, and expanded eligibility to
employees who work remotely, such as MRs. We will
continue to empower even more flexible work styles.

8. Percentage of eligible employees
9. Excluding MRs and other employees who work
outside Chugai offices
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Relationships of Indicators
Medium- to Long-Term Perspective (4-10 years)

Medium-Term Perspective (2-3 years)

❽ Research Related

❼ Clinical Development Related
Number of pipeline projects

Number of research projects
(including preclinical)

New products launched and new indications

Academic papers and presentations on
research findings at scientific conferences

Number of projects from in-house research/Number of PoC acquisitions

Number of projects moved to late-stage development

Number of new patents granted

❾ Human Capital Related
Diversity and inclusion indicators
Human resource development indicators (employee surveys/investment)
Human resource recruitment indicators (workforce composition/investment)

❿ EHS Related
Occupational health and safety indicators
Energy consumption and volume of wastewater treated

⓫ Investment Related
Strategic investment (technology/digital)

Capital investment

Research facility investment

Financial Performance
Given the characteristics of its business
model, Chugai considers the Core EPS
growth rate and, from the perspective of
the cost of capital/stock, Core return on
invested capital (ROIC) to be two particularly
important KPIs. We believe that raising
the level of these KPIs will enhance our
corporate value over the medium to
long term.

Pharmaceutical facility investment

important. Core ROIC consists of ❹
Profitability Indicators and ❺ Efficiency
Indicators.

❸ Growth Indicators
Growth indicators are one measure of the
value that Chugai’s products and services
provide globally. In addition to total
revenues, we also emphasize new
products, as well as overseas sales and
royalty income from Chugai products as
indicators of future growth, among others.

❷ Internal Management Indicators
In managing the performance of each
division, Chugai uses Core ROIC because
both stock and flow perspectives are
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Biopharmaceuticals, an area of strength
for Chugai, have a relatively lengthy
manufacturing process. Consequently,
there are certain limitations on increasing
turnover to fulfill our pharmaceutical supply
obligations. However, we are placing
priority on managing working capital and
property, plant and equipment (PP&E)
turnover as essential indicators in
improving capital efficiency.

Activity Indicators (Short-, Medium-

❶ IBI 21 Guidance
The ratio of Core operating profit to
revenues (profit margin) in Chugai’s main
business and the growth of that margin in
absolute terms are the most important
indicators for enhancing corporate value.
Accordingly, we use Core EPS CAGR – a
KPI that presents these indicators from the
viewpoint of shareholders – as guidance in
IBI 21. This KPI is related to ❸ Growth
Indicators and ❹ Profitability Indicators.

❺ Efficiency Indicators

❹ Profitability Indicators
Operating profit and the ratio of Core
operating profit to revenues play the
largest role in enhancing Chugai’s Core
EPS. The cost to sales ratio, which changes
with the share of Chugai products in the
sales mix, affects profit, as do R&D
expenditures, which fluctuate according to
the progress of research projects and
technology development. The ratio of
operating expenses to revenues is an
indicator for measuring continuous
improvement through measures including
cost structure review and productivity
enhancement.

and Medium-to-Long-Term Perspectives)
Indicators that affect corporate value and
financial performance are roughly divided
by category and temporal perspective.
The activity indicators mainly expected
to yield results over the short term (1 year),
medium term (2-3 years), or medium to
long term (4-10 years) are outlined in ❻
through ⓫, below.

❻ Solution Related
We use these indicators to monitor the
successful execution of our strategies from

Indicators and Performance

Short-Term Perspective (1 year)

Financial Performance
❸ Growth Indicators
Revenue growth
Domestic sales
Proportion of sales from products that
qualify for premium pricing
Overseas sales

❻ Solution Related

❶ IBI 21 Guidance
Core EPS CAGR

Royalties and other operating income

Contribution to cancer genomic profiling
Share of sales in main disease areas/
Customer satisfaction

❹ Profitability Indicators
Ratio of Core operating profit to revenues

Process reform/work-style reform indicators

Corporate value

Cost to sales ratio

MR productivity

Ratio of R&D expenditures to revenues

Company-wide employee productivity

Ratio of operating expenses to revenues

Core ROIC

❷ Internal
❺ Efficiency Indicators

Management
Indicators

Net operating asset turnover ratio
Working capital turnover ratio
PP&E/Intangible assets turnover ratio

a short-term (1 year) perspective. Share of
sales in main disease areas and productivity
are important indicators related to ❸
Growth Indicators, ❹ Profitability Indicators
and ❺ Efficiency Indicators.

number of academic papers and
presentations at scientific conferences,
and the number of new patents granted to
measure research results.

❾ Human Capital Related
❼ Clinical Development Related
With the increasing difficulty of drug
discovery, the richness of the development
pipeline will have a significant impact on
Chugai’s sales and profit in the short,
medium and medium to long term, and
will determine the extent of corporate
value it creates. In managing our pipeline,
we focus not just on the number of
projects, but on their quality and progress.

❽ Research Related
In the case of manufacturers of innovative
drugs, the results of a research project
usually take four to ten years to be reflected
in business performance, and in the case of
technological infrastructure and pathological
research even longer management
timelines may be involved. The principal
quantitative indicators that Chugai manages
include the number of research projects,
but it also uses indicators such as the

Chugai strongly believes that the levels of
each indicator mentioned above change
according to factors such as recruitment,
allocation and development of human
resources, and the organizational culture.
Therefore, we focus on managing factors
such as the amount of human capital
investment and various indicators based
on an all-employee survey and human
resource database. We also set detailed
targets for indicators related to diversity
and inclusion to create a culture conducive
to innovation, and take measures to
improve the level of those indicators.

❿ EHS Related
Chugai takes a comprehensive approach to
managing environmental and occupational
health and safety (EHS) issues. The risks
involved in these areas are considerable,
and will have an impact on the results of
medium- to long-term research and

development, pharmaceutical technology,
marketing and other operations, but the
impact on production-related activities will
be especially large. To continue reinforcing
our robust value chain from the standpoint
of ESG, we closely monitor indicators
concerning climate change, energy, water,
health and productivity management,
occupational injuries and other matters.

⓫ Investment Related
Investment in pharmaceutical technology
and production aligned with strategies,
including production facilities capable
of handling new drug discovery
technologies and facilities for manufacturing
investigational drugs in tandem with
clinical development, affects clinical
development and business results in the
medium term. The pharmaceutical value
chain, including research, is affected by
investment to expand our research
infrastructure and enhance efficiency.
It is also affected by investments in new
technology and digital technology. However,
the results of these investments typically
do not become apparent for four years or
more, a medium- to long-term span.
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Review by Disease Area
Oncology
Sales and Percentage of
Total Sales
50.3%

¥296.2 billion
(+11.1% YoY)

Bone and Joint Diseases/
Autoimmune Diseases
Sales and Percentage of
Total Sales3

¥196.7 billion
(+8.7% YoY)

Opportunities and Risks

Review of 2019 Performance

Opportunities

Sales in Japan increased 6.6 percent year on year to
¥240.5 billion due to factors including steady market
penetration of the new product Tecentriq and
mainstay product Perjeta, despite a decrease in sales
of products including Rituxan, mainly due to the
significant impact of biosimilars.

• Cancer is the largest area of unmet medical need1 (the leading cause
of death in Japan).
• PHC is expected to advance further due to factors including insurance
coverage for cancer genomic profiling.
• Phase Three of the Basic Plan to Promote Cancer Control Programs is
promoting delivery systems for cancer genomic profiling.

Risks
• Intensifying global competition for cancer immunotherapies including
anti-PD-1/PD-L1 immune checkpoint inhibitors
• Return of premium for new drug creation for mainstay products
• Entry of large pharmaceutical companies into biosimilar2 markets

Opportunities
• The emergence of biologics has dramatically improved the effectiveness of
rheumatoid arthritis (RA) treatment, and the treatment goal is shifting
to remission (a symptom-free state).
• The number of osteoporosis patients is increasing yearly as populations
age.
• There are many potential osteoporosis patients because the treatment
rate and adherence to treatment remain low.

Risks
• Intensifying global competition in the RA market
• Slower growth due to the maturing of Actemra in the medium to long term
• The emergence of biosimilars that compete with biologics

Overall sales, including overseas sales, increased
11.1 percent to ¥296.2 billion supported by factors
including substantial growth in Alecensa exports to
Roche, which increased 54.3 percent to ¥44.6 billion.
Alecensa, a product from Chugai research, continued
to penetrate first-line markets, primarily in Europe
and the United States.

Sales in Japan increased 7.9 percent year on year to
¥108.4 billion, driven by the solid performance of
mainstay products Actemra, a product from Chugai
research for treatment of RA and other diseases, and
Edirol, another product from Chugai research and the
top brand in oral osteoporosis drugs.
Overall sales, including overseas sales, increased 8.7
percent to ¥196.7 billion. Overseas sales from exports
of Actemra, which is approved in more than 110
countries and is distributed through Roche, increased
a steady 9.9 percent to ¥86.5 billion.

33.4%

Renal Diseases
Sales and Percentage of
Total Sales
5.9%

¥34.6 billion
(-4.7% YoY)

Opportunities
• Due to the enhanced measures to address chronic kidney disease (CKD) by
the Ministry of Health, Labour and Welfare, screening rates are increasing
among potential patients and people who have not been screened.
• Early intervention in potential patients is improving the treatment rate of
renal anemia.
• Renal anemia is divided into the dialysis stage and the pre-dialysis stage,
and the number of patients treated in the pre-dialysis stage is trending
upward every year.

Sales in Japan decreased 4.7 percent year on year to
¥34.6 billion. Sales of Oxarol, an agent for secondary
hyperparathyroidism, and Mircera, a long-acting
erythropoiesis stimulating agent, decreased in part
because of NHI price revisions and the impact of a
competing biosame4 in the renal anemia market.

Risks
• Intensifying competition in the renal anemia market due to a reduction in
fee points for dialysis as part of medical fee revisions
• Intensifying competitive environment due to a competing biosame and
other generics

Other Diseases
Sales and Percentage of
Total Sales
10.4%

¥61.5 billion
(+40.4% YoY)

Opportunities
• The burden on people with hemophilia A and caregivers due to the
development of inhibitors and frequent need for administration is an issue.
• Neurology is an area of very high unmet medical need, with many
pathologies and syndromes.
• Medical fee points have been increased to promote more kidney
transplants, and treatment needs for kidney transplants in Japan are rising.
• Need to improve patients’ quality of life because in addition to skin
deterioration, itching associated with atopic dermatitis disrupts sleep.

Risks
• Intensifying global competition due to the limited number of known
molecular targets
• Possibility of few target patients despite high unmet medical need

In Japan, sales of Hemlibra, a Chugai product for
treating hemophilia A, increased 740.0 percent year
on year to ¥25.2 billion. Market penetration of
Hemlibra for patients without inhibitors significantly
exceeded our initial forecast. Ordinary sales of
anti-influenza agent Tamiflu decreased 26.7 percent
year on year to ¥7.4 billion, and sales for government
stockpiles increased 540.0 percent to ¥3.2 billion.
Overall sales in the other diseases category,
including overseas sales, increased 40.4 percent year
on year to ¥61.5 billion. Included in that total were
exports of Hemlibra to Roche, which increased 43.5
percent year on year to ¥3.3 billion.

1. Medical need that is not adequately met due to a lack of effective treatments
2. Successor products to biopharmaceuticals whose patent term has expired. They have the same quality, effectiveness and safety as the original product, but are made by
manufacturers other than the manufacturer that developed the antecedent biopharmaceutical.
3. Bone and joint diseases only

28

CHUGAI PHARMACEUTICAL CO., LTD.

Indicators and Performance

Sales

Development Pipeline

Sales of Major Products

Domestic market
5
share in oncology: No. 1
(Billions of yen)

Avastin

296.2
266.7

Perjeta
Herceptin
Alecensa (Domestic)

252.4
240.5
225.9

225.7

Tecentriq
Rituxan
Kadcyla
Xeloda
Tarceva

2017

2018

2019

Domestic
Domestic and overseas total

Domestic market
5
share in osteoporosis: No. 1
Domestic market share in RA:
5

No. 2

(Billions of yen)

93.3

2017

196.7

181.0

154.2

100.5

(Including additional indications)
(Billions of yen)
95.6 (0.0%)

30.7 (+90.7%)
26.7 (-5.0%)
23.0 (+11.7%)
20.6 (+126.4%)
11.9 (-44.1%)
9.0 (+5.9%)
8.0 (-36.0%)
4.5 (-45.8%)

Alecensa (Overseas)
Neutrogin (Overseas)

45.3 (+53.6%)
9.9 (-10.8%)

(Billions of yen)

Actemra (Domestic)

41.8 (+9.4%)
36.7 (+11.6%)

Edirol
Bonviva
Suvenyl

9.7 (+3.2%)

AF802 (Alecensa)
RG435 (Avastin)
RG3502 (Kadcyla)
RG7446 (Tecentriq)
RG7440
RG7596
GC33
ERY974
RG7421
RG6264
RG7802
RG7828
RG7461
RG6058

ED-71 (Edirol)
NRD101 (Suvenyl)
RG7845
RG7880

7.2 (-7.7%)

Actemra (Overseas)

88.3 (+9.6%)

Mircera

22.2 (-3.9%)

108.4

2018

2019

Domestic
Domestic and overseas total
Note: Graph shows sales for bone and
joint diseases only.

Domestic market
5
share in renal diseases: No. 2
(Billions of yen)

(Billions of yen)

Oxarol

EOS789

6.9 (-5.5%)

39.3 39.4 36.3 36.3
34.6 34.6

2017

2018

2019

Domestic
Domestic and overseas total

Other Diseases

(Billions of yen)

Hemlibra (Domestic)

(Billions of yen)

Tamiﬂu
CellCept
53.2
16.9
29.9

2017

61.5
43.8
10.7
26.8

10.6
43.5

2018

2019

Domestic (excluding Tamiﬂu)
Domestic (Tamiﬂu)
Domestic and overseas total

Hemlibra (Overseas)

25.2 (+740.0%)
10.6 (0.0%)
9.3 (+3.3%)
3.6 (+56.5%)

RG1450
RG7916
SKY59
PCO371
RG7716
GYM329
RG7935
SA237
AMY109
RG7906
RG6042
NXT007
RG6100
RG7314

4. A successor biopharmaceutcal that is the same as its antecedent in terms of active pharmaceutical ingredients manufacturing method, etc. Only the packaging is different.
5. Copyright © 2020 IQVIA. Source: JPM 2019. Reprinted with permission. The scope of the market is defined by Chugai. The analysis is conducted by Chugai.
Products from Chugai research
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Development Pipeline (As of January 30, 2020)
Development Code
(*Additional Indication)

Indication

Status
Phase Ⅰ

Phase Ⅱ

Phase Ⅲ

Filed

Approved

Approved/Filing Date
[Planned Year of Filing]

Oncology
RG6268
RG7446*

RG3502*
RG435*

RG7440
RG7596
RG6264
AF802 (RG7853)*
GC33
ERY974
RG7421
RG7802
RG7828
RG7461
RG6058

Solid tumors [NTRK fusion gene-positive]
Non-small cell lung cancer (NSCLC)
Small cell lung cancer
Breast cancer
NSCLC (adjuvant)
NSCLC (neoadjuvant)
Urothelial carcinoma
Muscle invasive urothelial carcinoma (adjuvant)
Renal cell carcinoma
Renal cell carcinoma (adjuvant)
Early breast cancer
Ovarian cancer
Hepatocellular carcinoma
Hepatocellular carcinoma (adjuvant)
Head and neck carcinoma (maintenance)
Breast cancer (adjuvant)
Renal cell carcinoma (combination with RG7466)
Hepatocellular carcinoma (combination with RG7466)

2019/6
2019/3
2019/8
2019/9
[2022 or later]
[2021]
[2020]
[2020]
[2020]
[2022 or later]
[2021]
[2020]
[2020]
[2022 or later]
[2022 or later]
2019/8
[2020]
[2020]

Hepatocellular carcinoma (adjuvant/combination
with RG7466))

[2022 or later]

Small cell lung cancer (combination with RG7466)
Prostate cancer
Breast cancer
Diffuse large B-cell lymphoma (DLBCL)

[2022 or later]
[2021]
[2020]
[2020]

Breast cancer (fixed-dose combination,
subcutaneous injection)

[2021]

NSCLC (adjuvant)
Hepatocellular carcinoma
Solid tumors
Solid tumors
Solid tumors
Hematologic tumors
Solid tumors
Solid tumors

[2022 or later]

Bone and Joint Diseases
ED-71
NRD101

Osteoporosis
Knee osteoarthritis/Shoulder periarthritis

(China)

2018/2
[2020]

(Ⅱ/Ⅲ)

(U.S.) Aug. 2019, (E.U.) Aug. 2019, (Japan) Nov. 2019
[2022 or later]
[2022 or later]
[2020]

(China)

Renal Diseases
EOS789

Hyperphosphatemia

Autoimmune Diseases
RG7845
RG7880

Rheumatoid arthritis
Inflammatory bowel disease

Neurology
SA237 (RG6168)
RG1450
RG6042
RG7916
RG7935
GYM329 (RG6237)
RG7906
RG6100
RG7314

Neuromyelitis optica spectrum disorder (NMOSD)
Alzheimer’s disease
Huntington’s disease
Spinal muscular atrophy (SMA)
Parkinson’s disease
Neuromuscular disease
Psychiatric disorders
Alzheimer’s disease
Autism spectrum disorder

Other Diseases
ACE910 (RG6013)

Hemophilia A (Non-inhibitor)

RG7716

Diabetic macular edema

(E.U.) Mar. 2019
(Taiwan) Oct. 2019
[2021]

Neovascular age related macular degeneration
(nAMD)

SKY59 (RG6107)
NXT007
PCO371
AMY109

Paroxysmal nocturnal hemoglobinuria (PNH)
Hemophilia A
Hypoparathyroidism
Endometriosis

Designates change in status in 2019 and thereafter
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[2022 or later]
(Ⅰ/Ⅱ)
(Ⅰ/Ⅱ)

Note: In principle, completion of first dose is regarded as the start of clinical studies in each phase.

Indicators and Performance

Generic Name/Product Name

Origin (Collaborator)

Mode of Action

entrectinib/Rozlytrek

Roche/Nerviano Medical Sciences

ROS1/TRK inhibitor (Oral)

atezolizumab/Tecentriq

Roche

Engineered anti-PD-L1 monoclonal antibody (Injection)

trastuzumab emtansine/Kadcyla
bevacizumab/Avastin

Roche
Roche

Anti-HER2 antibody-tubulin polymerization inhibitor conjugate (Injection)

ipatasertib/Product name undetermined

Roche/Array BioPharma

AKT inhibitor (Oral)

polatuzumab vedotin/Product name undetermined

Roche

Anti-CD79b drug conjugate (Injection)

trastuzumab, pertuzumab/Herceptin, Perjeta

Roche

Anti-HER2 humanized monoclonal antibody/HER2 dimerization inhibitory
humanized monoclonal antibody (Injection)

alectinib/Alecensa
codrituzumab/Product name undetermined
Generic and product names undetermined
cobimetinib/Product name undetermined
cibisatamab/Product name undetermined
mosunetuzumab/Product name undetermined
Generic and product names undetermined
tiragolumab/Product name undetermined

In-house (Roche)
In-house
In-house
Roche/Exelixis
Roche
Roche
Roche
Roche

ALK inhibitor (Oral)
Anti-glypican-3 humanized monoclonal antibody (Injection)
Anti-glypican-3/CD3 bispecific antibody (Injection)
MEK inhibitor (Oral)
Anti-CEA/CD3 bispecific antibody (Injection)
Anti-CD20/CD3 bispecific antibody (Injection)
Anti-FAP humanized antibody-engineered IL-2 variant fusion protein (Injection)
Anti-TIGIT human monoclonal antibody (Injection)

eldecalcitol/Edirol
purified sodium hyaluronate/Suvenyl

In-house
In-house

Activated vitamin D3 agent (Oral)
Sodium hyaluronate (Injection)

Generic and product names undetermined

In-house

― (Oral)

fenebrutinib/Product name undetermined
Generic and product names undetermined

Roche
Roche

BTK inhibitor (Oral)
Human IL-22 fusion protein (Injection)

satralizumab/Product name undetermined
gantenerumab/Product name undetermined
Generic and product names undetermined
risdiplam/Product name undetermined
prasinezumab/Product name undetermined
Generic and product names undetermined
Generic and product names undetermined
semorinemab/Product name undetermined
balovaptan/Product name undetermined

In-house (Roche)
Roche/MorphoSys
Roche/Ionis Pharmaceuticals
Roche/PTC Therapeutics
Roche/Prothena
In-house (Roche)
Roche
Roche/AC Immune
Roche

Anti-IL-6 receptor recycling antibody (Injection)
Anti-amyloid-beta human monoclonal antibody (Injection)
Antisense oligonucleotide targeting HTT mRNA
SMN2 splicing modifier (Oral)
Anti-α-synuclein monoclonal antibody (Injection)
Anti-latent myostatin sweeping antibody (Injection)
― (Oral)
Anti-tau humanized monoclonal antibody (Injection)
Vasopressin 1a receptor antagonist (Oral)

emicizumab/Hemlibra

In-house (Roche)

Anti-coagulation factor IXa/X humanized bispecific monoclonal antibody (Injection)

faricimab/Product name undetermined

Roche

Anti-VEGF/Ang2 bispecific antibody (Injection)

crovalimab/Product name undetermined
Generic and product names undetermined
Generic and product names undetermined
Generic and product names undetermined

In-house (Roche)
In-house
In-house
In-house

Anti-C5 recycling antibody (Injection)
Anti-coagulation factor IXa/X humanized bispecific monoclonal antibody (Injection)
PTH1 receptor agonist (Oral)
― (Injection)

Anti-VEGF (vascular endothelial growth factor) humanized monoclonal antibody
(Injection)
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Sustainability and Growth Strategies

Valuable Suggestions from Dialogues in 2019 That
Should Be Reflected in Management
Investor Suggestions ⇔ Chugai’s Response
Export Scheme for Chugai Products

ESG Meeting

Explanation of R&D

The export scheme for products out-licensed to
Roche, and the sales amounts and trends of
exports, are difficult to understand because
they are complex. In particular, Hemlibra is a
blockbuster product, so I would like to know the
details that go into determining the forecast.
(Sell-side analyst)

At the first ESG meeting Chugai Pharmaceutical
plans to hold, it would be useful if it covered
topics aligned with investor needs. It’s also
important to make this an ongoing event and to
regularly report on progress.
(Buy-side analyst and fund manager)

Chugai is an R&D-driven pharmaceutical company,
so to get detailed explanations, I would like you to
hold R&D presentations separately from regular
financial results presentations.
(Buy-side analyst)

Present a diagram of the export scheme in
the presentation materials for financial
results, and disclose royalty and profitsharing income and other operating income
separately. Also disclose projected royalty
income related to Hemlibra.

Will cover topics of particular interest based
on preliminary interviews with the commenting
analysts, who are deeply knowledgeable of ESG
issues, and on preliminary online questionnaires
sent to people who register for the meeting.
Also, planning themes for future ESG meetings,
assuming that this event will continue.

Held an information meeting on antibody
technologies in December 2019. In addition to
explaining Chugai’s research strategy, the
meeting introduced innovative antibody
technologies established using our antibody
engineering capabilities, one of Chugai’s
strengths.

Expert Suggestions ⇔ Chugai’s Response
Supply Chain Management

Climate Change Risk

• Human rights themes in Japan have typically focused on discrimination and
human rights awareness, but it is important to consider the human rights of
workers more broadly. Besides the in-house training you already conduct,
you should also conduct due diligence at suppliers.
(NPO and Advisory Committee)

• Climate change and other environmental risks are increasingly important
worldwide, but the pharmaceutical industry has yet to place a high priority
on such risks, and there are still no collaborative activities. These efforts,
however, will likely accelerate overall.
(Chugai International Council, other external reviews, etc.)

Reaffirmed the effectiveness of plans formulated internally. Created a
comprehensive supplier evaluation system that includes human rights,
environmental and occupational health and safety perspectives. Drew
up targets for 2030 and three-year milestones, and began due diligence.

Moved up our initiatives regarding endorsement of the TCFD
recommendations and implementation of scenario analysis, plans for
which had been included in IBI 21. Also analyzed trends in other
industries. Plan to announce results of TCFD scenario analysis in 2020.

Employee Suggestions ⇔ Chugai’s Response
From Workshop on “Patient-Centric”

IBI 21 – From a Site Visit by Top Executives

I realized that what I had thought of as “patient-centric” is really “treatmentcentric,” and that for patients, the treatment of their disease is only one aspect
of their lives.
(Employee/Manager)

I was able to understand and appreciate the Company’s vision for the future, its
approach to human resources, and so on. The scope of direct dialogue with
executives is expanding, and the ripple effect is growing.
(Employee)

Listening to what patients say is extremely important. We are unable to
contact patients directly, but collecting their views through key opinion leaders
alone is insufficient. I would like to think about what we can do as a top
innovator, based on the rules and regulations.
(Employee/Manager)

The implications of strategies and so on made sense, but I could not fully
understand the specifics of such points as the envisioned personnel system
and the ideal MR profile.
(Employee)

Recognized that this workshop brought substantial changes to
employees. Will engage in discussions with patient groups, and
reconsider how we approach business activities that incorporate
feedback from patients.

Top executives will continue to conduct regular site visits and dialogue
with employees. Plan to provide detailed explanations on personnelrelated matters at information meetings and other forums.
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Message from the Deputy Chairman

countries, and employees – all place
importance on contributing to patients.
Committing to patient-centric value
(outcomes) will enable Chugai to carry
out value expansion initiatives together
with stakeholders.
Corporate sustainability is vital to the
creation of sustainable healthcare and a
sustainable society. In order to solve social
issues, corporations such as Chugai must
grow over the medium and long term,
allocating various resources to new
investments. This is precisely the idea
behind the Sustainable Development
Goals (SDGs) that Chugai has committed
to supporting. The time horizons for goals
and targets are different, but sustainability
and growth strategies should be looked
at from the same viewpoint.

We will further accelerate our initiatives for creating
shared value based on the needs and expectations
of shareholders.

Chugai established its material issues and
formulated mid-term business plan IBI 21
based on this approach. IBI 21 is a threeyear roadmap for the sustainable growth
and development of society and the
Company, and incorporates Strengthen
Sustainable Platforms as Strategy 5
for achieving that objective. It is highly
significant that initiatives that had been
carried out at the departmental level are
now being reflected in our Company-wide
management strategy.

Dialogue with Stakeholders
Motoo Ueno
Representative Director &
Deputy Chairman
In charge of Sustainability Dept.,
Audit Dept.

Chugai’s Sustainability and Growth
Strategies
Realizing better human health around the
world – the goal expressed in Chugai’s
Mission – is a universal desire. Since it
was founded, Chugai has consistently
pursued solutions to this challenge in
cooperation with various stakeholders.
However, in order to accomplish our
Mission in an increasingly uncertain and
complex operating environment, it will be
important to demonstrate our path to
value creation more clearly. Therefore, in
2019, we set out a basic management
policy of creating shared value with our
stakeholders to realize advanced and
sustainable patient-centric healthcare.
Our stakeholders – healthcare professionals,
research institutions, partners, the
governments and regulatory agencies that
support healthcare systems, communities,
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One aspect that we are giving more
emphasis to in IBI 21 is dialogue with
stakeholders. Since we are committed
to the idea of shared value, we must
understand the needs and expectations
of stakeholders in order to create such
value. The speed, degree of achievement,
and other aspects of strategy execution
will be determined by the needs and
expectations of society, and the level of
those needs and expectations will vary
according to our presence and influence
on society.
In establishing our material issues and
formulating our strategies, we placed
importance not just on internal discussions
but on dialogue with external stakeholders,
and held extensive discussions with the
Chugai Sustainability Advisory Committee
and outside experts. We will maintain an
ongoing dialogue with them to confirm
our progress.

Sustainability and Growth Strategies

In 2019, we engaged in dialogue with
internal and external stakeholders as
planned. Our first ESG meeting was
held in June 2019. This meeting and the
interview with investors that preceded it
were very worthwhile, as they gave us an
opportunity to sound out the hopes and
expectations of investors and the media
directly. We plan to continue holding ESG
meetings, introducing themes that go a
step further and include reports on
our progress. As a new initiative, we
also conducted training and workshops
on the SDGs for interested employees.
Feedback was positive, with employees
saying the programs helped them to think
about the significance of working to
achieve the SDGs. Afterward, we held an
SDG contest in which all employees were
invited to submit ideas for contributing to
the achievement of the SDGs. The number
of ideas exceeded expectations.

Establishment of Material Issues
and Progress of Establishing
Sustainable Platforms
In 2020, we established and announced
targets and indicators for measuring
material issues (see “Chugai’s Material
Issues” on page 37). Of course, there are
some items that can’t be verified sufficiently
at this stage, such as those that are not
suited to quantitative measurement. But

in all of our corporate activities, setting
targets is essential. We will continue to
consider setting and disclosing appropriate
targets as we conduct examinations and
verification in order to share our priorities
in corporate activities both internally
and externally.
Our strategy of strengthening sustainable
platforms is also moving forward. In
quality management, for example, we
have upgraded Company-wide quality
requirements and taken other measures
such as holding meetings on quality to
further instill a quality mindset in response
to more stringent demands for data
integrity from authorities in recent years.
In supply chain management, we are
conducting due diligence based on the
comprehensive evaluation system for
suppliers that we established in 2019. In
healthcare access, our efforts include
joining the World Federation of Hemophilia
Humanitarian Aid Program together with
Roche and a program to support diagnosis
and treatment of non-communicable
diseases in Myanmar.
We are making progress as planned in each
category, as these examples illustrate. At
the same time, our presence in the industry
and market capitalization changed in 2019.
I sense that stakeholders’ needs and
expectations are rising, so we need to
further accelerate the execution of each
of our strategies. One area we are

focusing on is the global environment,
particularly climate change. Based on the
TCFD recommendations, we are currently
strengthening governance regarding our
response to climate change, analyzing
risks and opportunities, and conducting
scenario analysis that considers aspects
such as the financial impact of these
risks and opportunities. Going forward,
we will step up our efforts in analysis,
countermeasure design, and information
disclosure. We plan to set our next
medium-term targets in 2020, and are
preparing to set ambitious goals for
climate change countermeasures that
match those in the Paris Agreement.
Implementing such measures over the
long term will also be important, so we
are considering proactively setting longerrange goals such as for 2050.
I believe that one of the outcomes of our
efforts to create shared value is that we
will gain a precious asset – relationships
of trust at a high level with each group of
stakeholders. Based on this trust, we
should be able to create further shared
value. I will conduct management that
helps Chugai evolve into a company where
each and every employee works toward
fulfilling its Mission with awareness of
relationships with stakeholders and the
Company’s value creation path.

Relationship between Stakeholders and Material Issues

Patients and families
of patients

Creation of innovative drugs and services/Provision of
solutions for patients/Adverse event management/
Quality assurance and stable supply of products/
Safety of clinical trial subjects/Improvement of access
to healthcare

Healthcare
professionals and
medical institutions

Creation of innovative drugs and services/
Provision of solutions for patients/Fair marketing/
Adverse event management/Quality assurance and
stable supply of products

Shareholders and
other investors, etc.

Corporate governance/Risk management/Compliance/
Code of conduct/Disclosure and engagement

Employees

Payers and
regulators

Human rights/Employee job satisfaction/Development
of employee potential/Diversity and inclusion/
Improvement of occupational health and safety

Fair pricing/Creation of innovative drugs and services

Suppliers and
wholesalers, etc.

Supply chain management/Fair transactions

Countries

Creation of innovative drugs and services/
Fair pricing/Improve access to healthcare

Communities

Provision of solutions for patients/Fair pricing/
Social contribution activities/Climate change
countermeasures/Use of renewable/recycled
resources/Protection of biodiversity/Environmental
management system

Universities and
research companies/
institutions

Creation of innovative drugs and services/
Provision of solutions for patients

Medical device
manufacturers and
healthcare companies

Creation of innovative drugs and services/
Provision of solutions for patients
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The Risks behind Our Strategies

Principal Risks Associated
with Strategies

Specific Risk Scenarios

• Changes in treatment paradigms due to new life
science technologies such as cell and gene
therapy and therapeutic nucleic acids

❶ Product
Environment

• Launch of innovative products by competitors and
increasing speed of market penetration of
biosimilars and generics
• Changes in the competitive environment due to
factors such as capital alliances between
competitors
• Emergence of a digital oligopoly due to the entry of
IT platform companies into the healthcare industry

❷ Research and
Development
of New Products

❸ Healthcare
System

❹ Supply Chain

❺ Human Rights

• Increasing difficulty of identifying new drug
targets due to intensifying R&D competition
• Further increase in R&D expenditures for creating
new drugs
• Decline in success rate of new drug candidate
projects due to higher level of innovation required

• Drug price reductions
• Cost of measures to respond to new modalities
• Increase in costs associated with introduction of
new technologies, enhancement of competitiveness
and data utilization

• Delays in creating in-house products
• Rising R&D expenditures and pressure
on earnings
• Additional costs for new supplemental
technology

• Decrease in sales volume
• Increase in marketing costs to expand
sales volume

• Advance of Value-Based Healthcare (a model
in which only solutions that offer true value
are pursued)

• Decrease in profitability

• Risk of supply delays or disruptions due to natural
disasters or other causes

• Loss of public trust

• Slowness in taking action to address human
rights issues, including workplace environment,
health and safety
• Risks related to human rights violations,
harassment and other issues throughout the
supply chain

• More stringent environmental regulations in
the future
• Delay in autonomously and proactively engaging
in climate change measures
• Insufficient response to expectations and
requirements of society concerning environmental
protection activities
• Greater difficulty of temperature and quality
control in product manufacturing, storage and
logistics due to rising outdoor temperature
• Malfunction of production equipment due to
technical problems related to temperature control
• Disruption of business activities due to damage
to the logistics network and production
facilities caused by abnormal weather or
meteorological disasters
• Relocation of factories or other sites due to the
rising sea level
• Water shortages and deterioration of water
quality due to drought
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• Decline in market position

• Fundamental changes in health insurance
coverage for drugs

• Compliance, environmental, human rights or other
ESG-related risks of suppliers throughout the
supply chain

CHUGAI PHARMACEUTICAL CO., LTD.

Response

• Decline in competitiveness of products

• Stronger measures to reduce drug prices in
response to rising healthcare costs and strain on
finances in each country

• Occurrence of unexpected contamination or its
collateral damage by harmful substances

❻ Global
Environment

Impact on Enhancement of Corporate Value

• Additional costs to restore and maintain the
supply system
• Decrease in sales volume
• Shift in market share
• Loss of public trust
• Deterioration of employees’ physical and mental
health and decline in human resource capabilities

Upgrade and Diversify
Value Provided
• Identify and accelerate development
of new drugs that have a
competitive advantage (❶, ❷)
• Flexibly adopt new life science
technologies, modalities and digital
technologies (❶, ❷)
• Pursue and provide proof of “true
value” for patients (❶, ❷, ❸)
• Realize personalized healthcare
(PHC) that is more advanced and
offers high value to both patients
and society (❶, ❷, ❸, ❹)

Enhance Competitiveness
• Change to a profit structure that
creates sufficient resources for
innovation (❶, ❷, ❸)
• Develop human resources by
enhancing their responsiveness to
environmental change (❶, ❷)

• Decrease in sales volume

Enhance Sustainability

• Shift in market share

• Conduct initiatives in priority areas
that take into account SDGs and
issues in healthcare overall
(❸, ❹, ❺, ❻)
• Promote evolution of ESG activities
throughout the value chain
(❹, ❺, ❻)
• Contribute through cooperation with
other companies and organizations
(❶, ❷, ❸, ❹, ❺, ❻)

• Expenditures for remedial measures and
compensation for damages related to
environmental pollution or for other reasons
• Restrictions on business activities due to
regulations, increase in energy costs associated
with production, and rise in prices of procured
products
• Unplanned spending to comply with regulations
• Increase in capital investment costs related to
the introduction of new technologies
• Increase in investment due to decline in reputation
among customers and capital markets, and
impact of lower brand image on stock price
and acquisition of human resources
• Increase in expenditures related to
temperature control
• Impact on management from suspension or
considerable delay in product supply
• Expenses incurred to handle lawsuits arising
from lower quality

Sustainability and Growth Strategies

Chugai’s Material Issues

Specification of Material Issues

Stakeholder interest

High
• Corporate governance

• Creation of innovative drugs and services

• Risk management

• Provision of solutions for patients

• Compliance

• Fair marketing

• Disclosure and engagement

• Adverse event management

• Code of conduct

• Safety of clinical trial subjects

• Employee job satisfaction

• Quality assurance and stable supply of products

• Human rights

• Improvement of access to healthcare

• Climate change countermeasures
• Use of renewable/recycled resources

• Fair transactions

• Development of employee potential

• Supply chain management

• Diversity and inclusion

• Improvement of occupational health and safety

• Fair pricing

• Social contribution activities
• Protection of biodiversity
• Environmental management system

High
■ Most important

■ Important

Chugai’s impact on the economy, society and environment

Chugai has adopted creating shared value
with stakeholders as its basic policy. We
identified 25 material issues that should be
given priority.
These issues were identified through a
multifaceted analysis that incorporated
objective views from outside experts.
Together with these issues, we formulated
relevant targets (see following page for
details). These material issues may be
adjusted in response to changes in the

external environment or the evolution of
Chugai’s business activities, and we plan
to update them periodically. Sustainability
is part of our business strategy, and we
consider it important to carry out our
activities with an integrated and strategic
view.
In establishing material issues, we analyzed
the future market environment, referred
to the SDGs and other external initiatives
and guidelines, and comprehensively

identified the issues that society expects
Chugai to address. We also scrutinized
items for which Chugai is not sufficiently
meeting expectations. We conducted an
objective analysis that incorporated
outside views, and narrowed the list of
issues to those for realizing Chugai’s
Envisioned Future. Based on that process,
we specified 25 material issues.

Process for Establishing Material Issues
STEP

1

Analysis of
medium- to longterm conditions and
identification
of risks and
opportunities

STEP

2

Discussion of
management
policies (Executive
Committee)

STEP

3

Interviews of
outside experts

STEP

4

Gap analysis (requests from
outside stakeholders, comparison
with other companies)

STEP

5

Analysis of social
issues we want to
solve (value) and
material issues

STEP

6

Consultation with
internal divisions

STEP

7

Specification
of material issues
(Outside directors,
Executive
Committee,
Board of
Directors)
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Targets and Indices for Material Issues

Chugai has established material issues
together with the targets it wants to
achieve over the medium to long term for
creating shared value. At the same time,
because the promotion of these targets
will require measures spanning all
departments of the Company, we have

also designated departments in charge of
supervision and core execution. In addition,
in 2019 we decided to reorganize and
disclose our evaluation items as indices
for measuring progress and degree of
achievement of each target (only some are
actual numerical values). By communicating

to society the evaluation items we have set
and the specific matters we will focus on,
we aim to generate dialogue going forward.
We will review the evaluation indices as
necessary in line with the promotion of our
strategies, and continue to consider
disclosing actual numerical values.

Economy
Category

Sustainable
healthcare

Material Issue

Target

Indicators

Department/Unit in Charge

Creation of innovative
drugs and services

Create innovative drugs

• Number of projects and
products based on PHC
• Number of new product
launches and additional
indications

Provision of solutions
for patients

Realize patient-centric healthcare

• Market share in therapeutic
area
• Customer satisfaction

Fair marketing

Marketing in compliance with
national guidelines

—

Marketing & Sales Div.
Project & Lifecycle Management Unit

Fair pricing

Pricing that reflects drug and service
value

—

External Affairs Dept.

Adverse event
management

Perform appropriate pharmacovigilance
activities and promote proper drug use

Quality assurance
and stable supply of
products

Ensure quality and stable supply of
products and services

• Customer satisfaction

—

Project & Lifecycle Management Unit
Research Div.
Translational Research Div.
Clinical Development Div.
Marketing & Sales Div.
Medical Affairs Div.
Drug Safety Div.

Drug Safety Div.
Quality & Regulatory Compliance Unit
Pharmaceutical Technology Div.

Governance
Category

Corporate
governance

Ethics and
compliance

Supply chain
management
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Material Issue

Target

Indicators

Department/Unit in Charge

Corporate
governance

Realize sustained growth and
corporate value

Risk management

Perform risk assessment and evaluate
responses

Disclosure and
engagement

Earn market trust through appropriate
information disclosure

• Annual ESG meeting for
institutional investors and
media

Corporate Communications Dept.

Compliance

Appropriately manage compliance
risks

• Compliance monitoring

Sustainability Dept.
Quality & Regulatory Compliance Unit

Code of conduct

Promote understanding and awareness
of Chugai Group Code of Conduct (CCC)

• CCC and human rights
training in Japan: twice
a year

Sustainability Dept.

Fair transactions

Ensure compliance with trading laws
and regulations and build fair and
transparent business relationships

Supply chain
management

Perform comprehensive supplier
evaluations

CHUGAI PHARMACEUTICAL CO., LTD.

• Review of Board of Directors
effectiveness

General Affairs Dept.

—

General Affairs Dept.

—

• Risk assessment of
major CMOs

Purchasing Dept.
Sustainability Dept.
Sustainability Dept.
Pharmaceutical Technology Div.
Purchasing Dept.

Sustainability and Growth Strategies

Environment
Category

Material Issue

Target

Climate change
countermeasures1
(energy, etc.)

Global
environment

Use of renewable/
recycled resources1
(water, waste, etc.)

Minimize impact on global
environment

Protection of
biodiversity
(environmental
burden mitigation)
Environmental
management system

Third-party assurance of
performance data

Indicators

Department/Unit in Charge

• Reduce energy consumption
per employee by 20% vs 2010
• Eliminate use of specific
fluorocarbons
• Fuel economy of sales
vehicles: ≥16 km/L

Sustainability Dept.

• Zero waste emissions (≥99%
recycling of waste): 3 sites

Sustainability Dept.

• Wastewater measurement
using whole effluent toxicity
testing: 5 sites

Sustainability Dept.

• Expand verification items and
scope (Overseas sales
companies)

Sustainability Dept.

1. Target for December 31, 2020

Social
Category

Human
resources

Human rights

Social
responsibility

Material Issue

Target

Indicators

Employee job
satisfaction2

Develop work environment where
employees can continue their careers

• Rate of paid leave taken: ≥80%
• Telecommuting participation
rate3: 35%
• Employee awareness survey

Human Resources Management Dept.

Development of
employee potential

HR recruitment and training to
realize strategic targets and
accelerate innovation

• Number of next-generation
leader candidates

Human Resources Management Dept.
Human Capital Development Dept.

Diversity and
inclusion2

Create new value through
diverse talents

• Ratio of female managers4:
16%
• Ratio of female managers
(With subordinates)4: 15%

Human Resources Management Dept.

Improvement of
occupational health
and safety

Maintain and enhance safe work
environment and employee health

• Prohibit smoking during work
by December 31, 2021

Sustainability Dept.

Human rights

Respect human rights of all persons
involved in business

• Human rights due diligence
on contractors

Sustainability Dept.

Safety of clinical trial
subjects

Conduct clinical trials under high
ethical and scientific standards
with safety

Social contribution
activities

Develop networks in key areas

• Set for each program

Sustainability Dept.

Improvement of
access to healthcare

Improve access to healthcare including
drug development

• Set for each program

External Affairs Dept.

—

Department/Unit in Charge

Translational Research Div.
Clinical Development Div.
Drug Safety Div.

2. Target for December 31, 2021
3. Non-consolidated basis
4. Non-consolidated employee basis
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Previous Mid-Term Business Plans

Sunrise 2012

ACCEL 15

I B I 18

(2008-2012)

(2013-2015)

(2016-2018)

Business environment

Business environment

Business environment

• Emphasis on unmet medical
need
• Stronger pressure to contain
healthcare costs

• Evolution of discovery
technology
• Stricter drug approval
requirements
• More severe impact from drug
price revisions

• Advances in life science
• Increasing difficulty of creating
new drugs
• Fierce global competition

Formulation and launch of
the “top pharmaceutical
company” goal1

Prepare the foundation
for achieving the
“top pharmaceutical
company” goal

Realization of the
“top pharmaceutical
company” goal

Strategies

Strategies

Strategies

• Strengthen portfolio management
• Exhibit strategic marketing
functions
• Maximize Company-wide
productivity

• Increase marketing productivity
• Accelerate global development
• Continuously generate innovative
projects
• Further strengthen management
infrastructure

• Acquisition and implementation of
competitiveness at a top global
level
• Selection and concentration
strategy for acceleration of growth
(Set 13 priority issues in 5 areas:
Drug discovery, development,
pharmaceutical technology,
marketing & sales/medical affairs/
drug safety, and Company-wide)

Results and issues

Results and issues

Results and issues

• Established high profitability
• Continuous stream of in-house
candidates into clinical
development
• Developed and established
recycling antibody engineering
technology and other proprietary
antibody engineering technologies
• Promoted PHC

• Product growth exceeding market
average
• Advances in global development
of in-house products including
Alecensa
• Strengthened R&D structure with
expansion of CPR,2 establishment
of TCR Division,3 etc.
• Enhanced functions for providing
solutions

• Achieved record-high results
• Continuously created therapeutic
antibody projects and enhanced
the middle molecule drug creation
technology platform
• Prepared for approval and
accelerated growth of Hemlibra
and Tecentriq
• Created a structure for providing
solutions by region

Quantitative guidance

Quantitative guidance

Quantitative guidance

2012 targets
Result
Revenues: ¥460 bn →
¥391.2 bn
Operating profit: ¥80 bn → ¥76.4 bn
Operating profit margin:
19.5%
17.4% →

3-year target
Core EPS4 CAGR5
(2012-2015):
Mid to high single digit →

Result

18.3%6

3-year target
Core EPS CAGR
(2015-2018):
Low single digit →

Result

17.1%7

1. A vision for Chugai to be realized in the second half of the 2010s. It sets numerical targets including ranking within the top three major Japanese pharmaceutical companies,
the number-one domestic presence in our strategic disease areas, and expansion of global presence, and qualitative targets including becoming a company that receives the
support and trust of all stakeholders and conducts independent activities.
2. Chugai Pharmabody Research Pte. Ltd. Established in Singapore in 2012.
3. Translational Clinical Research Division. Partially reorganized into the Translational Research Division in October 2018.
4. Diluted earnings per share attributable to Chugai shareholders on a Core basis
5. Compound annual growth rate
6. Based on average exchange rates for 2012
7. Based on average exchange rates for 2015
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Sustainability and Growth Strategies

Overview of Mid-Term Business Plan IBI 21

Quantitative Outlook

Core EPS CAGR
(2018-2021)

Around 30%*
• We will make essential investment for future growth, while maintaining the
momentum of growth achieved during IBI 18, and realize sustainable profit
growth and expansion of corporate value.
• We will target a Core EPS payout ratio of 45 percent on average.

Mid-Term Business Plan: 5 Strategies

* Three years, based on constant exchange rate.
Note: Core EPS CAGR is calculated based on the assumption of no stock split with a
scheduled effective date of July 1, 2020.

We aim to accelerate the development of society and Chugai by generating innovation centered on innovative new drugs with the
following five strategies under the themes “create global growth and maximize value” and “strengthen HR and infrastructure that
support Chugai’s business.”

Create Global Growth Drivers and Maximize Value
Strategy 1: Value Creation

Strategy 2: Value Delivery

Realize innovative drug discovery
to cure and manage diseases

Deliver patient-centric solutions
and maximize value of growth drivers

Strategy 3: Promote Advances in Personalized Healthcare (PHC)
Realize the further advancement of PHC and innovate R&D process by utilizing digital technology and data

Strengthen HR and Infrastructure That Support Chugai’s Business
Strategy 4: Strengthen Human Capital and Conduct Fundamental Structural Reform
Develop high-caliber HR talent that supports innovation, and thoroughly reform costs, systems and processes

Strategy 5: Strengthen Sustainable Platforms
Simultaneously realize company growth and sustainable social development
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Based on its five strategies, IBI 21 aims to
accelerate the advancement of society and
Chugai by generating innovation focused
on novel drugs. In quantitative terms, we
are targeting a Core EPS CAGR of around
30 percent (assuming constant exchange
rates) for the three years of the plan,
and will allocate resources and make

internal reserves necessary for increasing
corporate value. In January 2020, we
raised the quantitative outlook from the
previous high single digits in anticipation of
future business expansion, and changed
from the previous target Core payout ratio
of 50 percent on average to 45 percent to
maintain our policy of stable dividends.

management decisions with emphasis
on profitability and capital productivity,
including evaluation based on capital costs.
Our policy on shareholder returns is to aim
for a dividend payout ratio of 45 percent
of Core EPS on average to provide stable
dividends, taking into account the balance
between shareholder returns and the

Basic Principles of Increasing Corporate Value and Shareholder Returns
Basic
strategy

Realization of
advanced and
sustainable patientcentric healthcare

Achievement

Increase in corporate value

Reinvestment

Realization of high
capital productivity with
growth being the driver

Mid-term
profit growth

Increase in value through
profit generation

Enhance
R&D portfolio

Increase in value by expanding
future growth opportunities

Strengthen management
infrastructure

Increase in value by enlarging
future growth opportunities

Shareholder
returns

Dividend (Core EPS payout ratio: Avg. 45%)
Highly regarded
in the market

IBI 21 Growth Outlook
In addition to market penetration of growth drivers in Japan and overseas, the approval and launch of satralizumab will support
further growth.
• Nemolizumab, SKY59 global expansion
• Entry into new disease areas

Market penetration
Revenue maximization
• Tecentriq/Hemlibra market penetration in Japan
• Alecensa/Hemlibra global expansion
• Promote FMI business
• Satralizumab launch (Japan/U.S./E.U.)

New drug approvals
Additional indications
• Nemolizumab (overseas)
• Satralizumab (Japan/U.S./E.U.)
• Key development products
• Additional indications for Tecentriq

Investment for future growth
• Advances in middle molecule research and evolution
of antibody engineering technologies
• Strengthen new capabilities (digital technologies,
etc.) for future growth
• Construction of new research facility and expansion
of production equipment

• Tecentriq
• Hemlibra (Japan/U.S./E.U.)

IBI 18
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IBI 21

Beyond…

Sustainability and Growth Strategies

Progress of IBI 21
• Hemlibra: Obtained approval in Europe for hemophilia A without inhibitors
• Rozlytrek: Obtained approval in Japan for NTRK fusion gene-positive solid tumors, filed for ROS1 fusion gene-positive NSCLC
Strategy 1

• Nemolizumab: Received breakthrough therapy designation from the U.S. FDA for the treatment of pruritus associated
with prurigo nodularis

Value Creation

• Telomelysin: Concluded exclusive licensing and capital tie-up agreements with Oncolys BioPharma Inc.
• Satralizumab (SA237): Filed applications in Japan, the U.S. and Europe for treatment of neuromyelitis optica
spectrum disorder
• OWL833: Out-licensed to Eli Lilly and Company and began phase I clinical trial

Strategy 2

• Steady market uptake of Hemlibra, Tecentriq and other new products

Value Delivery

• Global sales of Hemlibra reached about ¥150.0 billion
• Launch of FoundationOne CDx Cancer Genomic Profile in Japan

Strategy 3

Promote Advances in PHC

• Approval for expanded use of FoundationOne CDx Cancer Genomic Profile as a companion diagnostic for Rozlytrek

Strategy 4

• Transferred the businesses of two long-term listed products

Strengthen Human Capital
and Conduct Fundamental
Structural Reform

• Outsourced pharmaceutical distribution and packaging operations

Strategy 5

• Strengthened initiatives for each ESG theme and set targets for each material issue

Strengthen Sustainable
Platforms

• Held ESG meeting

• Established Digital & IT Supervisory Division (Strategies 1, 2 and 3)

• Implemented early retirement incentive program
• Completed design of new personnel system (Started operation on April 1, 2020)

• Selected as a component of the Dow Jones Sustainability Asia Pacific Index
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Strategy 1

Value Creation
Consecutive first-in class2/best-in-class3 generation to realize cures

Strategic Points
• Strengthen core drug discovery
technologies
• Deepen understanding of pathology/
Identify original targets
• Achieve rapid early PoC/PoC1
• Demonstrate value
• Bolster intellectual property (IP) strategy

Creation of Innovative Drugs
As part of IBI 21, we are attempting drug
discovery at a whole new level under the
theme, “Realize innovative drug discovery
to cure and manage diseases.”
Continuous creation of innovative drugs
drives Chugai’s growth, and our prioritized
investment of management resources
has established a cutting-edge technology
platform. Under IBI 21, we are exploring
the potential for cure or full recovery at an
earlier stage resulting from the synergy
between advances in drug discovery
technology and a deeper understanding
of the biology underlying pathologies,
which will lead to the identification of
original targets.
For drug discovery modalities, we have
technologies to create therapeutic
antibodies, small molecule drugs and
middle molecule drugs. Therapeutic
antibody projects made smooth progress
in 2019, including the start of clinical
development of NXT007, the next
generation of Hemlibra. We are also
developing a series of proprietary new
antibody engineering technologies
including Switch antibody engineering
technology. We will start clinical trials
of a project that applies Switch antibody
engineering technology during 2020,
and will accelerate the utilization of new
antibody engineering technologies as we
work to create a new mode of action.
For middle molecule drugs, an area where
we have been working to establish a
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Maximize value

Bolster IP strategy

Realize innovative drug
discovery to cure and
manage diseases by fusing
our core drug discovery
technologies and biology,
and by achieving rapid proof
of concept (PoC).

Achieve rapid
early PoC/PoC

Enhance external
collaboration

Demonstrate value

Promote collaborative
studies (e.g. IFReC4)

Creation of innovative drugs
Strengthen core drug
discovery technologies

×

Deepen understanding
of pathology/Identify
original targets

Invest in startups

1. PoC is confirmation that the therapeutic effect conceived in the research stage is effective in humans. Early PoC means
that in addition to safety, signs of efficacy or pharmacological effect have been confirmed in a limited number of cases.
2. An original drug that is highly novel and useful, and will significantly change the therapeutic system
3. A drug that offers clear advantages over other existing drugs in the same category, such as those with the same
molecular target
4. Osaka University Immunology Frontier Research Center

modality platform as a core technology for
next-generation drug discovery, we at
last expect to see projects entering the
pipeline. Measures will include developing
non-clinical data, clinical protocols and
upgrading our supply system with the aim
of commencing a phase I clinical trial
during IBI 21.

Deepening Our Understanding of
Biology and Open Innovation
As we deepen our understanding of biology,
we will cultivate targets and modes of
action by establishing an integrated disease
database and conducting research using
fresh human tissue among other measures.
Concurrently, we will conduct joint research
with IFReC, the University of Tokyo Center
of Innovation (COI) and the National Cancer
Center at on-site laboratories. We will also
collaborate with other research institutions
in Japan and overseas.
Moreover, in fusing technology and
biology to enable a higher level of drug
discovery, generating insights is key. We
will continue to innovate by making full
use of the TACTICS system we launched
in 2019, which allocates at least 20
percent of approximately half of our
researchers’ workloads to idea creation.

and speed by evolving the development
process through ongoing enhancement
of our organizations for translational
research and investigational drug
production. At the same time, we will
work to further evolve manufacturing
technologies for middle molecule drugs,
step up quality control, quality assurance
and regulatory functions in accordance
with global standards, and strengthen
our strategies for intellectual property,
including technology patents.
Progress was steady at each stage of the
development pipeline in 2019, and we
intend to continue working to accelerate
development of each project, including
nemolizumab (CIM331) and SKY59.
To prove the value of our products, we are
working to establish a system that can
collect, analyze and manage various data
from the development stage, including in
areas such as quality of life and healthcare
economics. We have already designed
new outcome technologies and indicators
using wearable devices and image analysis
to demonstrate value for patients, and are
verifying the results for the purpose of
implementation in clinical trials.

▶ See “Focus 1: Evolution of Antibody

Engineering Technologies” on page 50.

▶ See “Research” on page 78.

Maximizing Value
For new drug candidates, we will promote
development with world-class quality

▶ See “Close-Up 1: Advancing Middle

Molecule Drugs to the Clinical Phase” on
page 82.
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Strategy 2

Value Delivery

Maximize value of growth
drivers (innovative drugs and
services) through patientcentric consulting and
enhanced digital solutions.
Strategic Points
• Maximize value of growth drivers
• Work to realize patient-centric
healthcare
• Provide effective and efficient solutions

Promote FMI business in Japan

Maximize value of growth drivers

Provide solutions through collaboration among a variety of
specialists and integration of digital technology
Deepen three-division1 collaboration and
deliver sophisticated consulting

×

Advancement of treatment support/
solutions utilizing digital technology

Additional value to realize personalization and differentiation
High-quality evidence
including real-world evidence

Real-time safety
information

Innovative drugs/services such as Hemlibra/Tecentriq
1. Marketing, Drug Safety and Medical Affairs

Maximizing the Value of Growth
Drivers for Patients
In a changing healthcare landscape
characterized by demographic shifts and
advances in life science and digital
technology, the industry as a whole is
expected to be seen as an ecosystem in
which various stakeholders converge as
one community that shares the goal of
maximizing value for patients. To an
increasing extent, making a contribution to
patients requires a healthcare company to
go beyond simply providing pharmaceuticals
to offer comprehensive solutions that
coordinate the functions of marketing,
medical affairs and drug safety.
Under IBI 21, we will maximize the value
of our growth drivers by providing
solutions that include enhancing safety
information and further incorporating
digital technology to accurately meet
increasingly sophisticated and diverse
needs. Specifically, we will focus our
efforts and resources on new products
and growth drivers including Tecentriq,
Hemlibra and satralizumab (SA237). We
will achieve further growth and take every
opportunity such as the smooth market
introduction of Hemlibra and Edirol in
China in cooperation with Roche.
In 2019, we conducted a wide-ranging
rollout for Hemlibra, which obtained
approval for the additional indication
of hemophilia A without inhibitors.
This included consulting activities for

healthcare professionals and the provision
of safety information to minimize the risk
of adverse events. As a result, we made
headway in both evaluations from and
uptake by healthcare providers. We also
made steady progress in expanding use of
Tecentriq for non-small cell lung cancer
and other indications.
Going forward, we intend to accelerate
uptake of and obtain approval for Hemlibra
in more countries as we promote further
market penetration. We will also file for
additional indications for Tecentriq, which is
expected to be used in combination with
existing therapies and to be effective for a
wide range of cancers. For satralizumab
(SA237), we filed applications in Japan, the
United States and Europe in 2019, and will
now focus on obtaining approval, a smooth
launch and market penetration.

Advancing the Delivery of Effective
and Efficient Solutions

drug safety divisions, and we plan to utilize
this framework to propose solutions that
incorporate digital technology through
cooperation between these three divisions
and the Digital & IT Supervisory Division
that we inaugurated in 2019.
In medical affairs, we will generate
high-quality evidence, including evidence
derived from real-world data (RWD),
in addition to continuing post-marketing
clinical studies. In drug safety, we
will combine RWD with our existing
post-marketing surveillance and safety
information database tools to visualize
safety evidence in real time. In marketing,
on the basis of these various forms of
data, we have developed a database tool
that is adaptable to local healthcare
delivery systems, and we will use it to
propose treatment plans optimized for
each patient.

▶ See “Focus 2: Digital Transformation” on

page 52.

Chugai is working on both functional and
systemic enhancements in order to
provide more sophisticated solutions and
higher added value, which it considers
essential for maximizing the value of its
growth drivers. Accordingly, in our value
delivery strategy we are enhancing organic
collaboration with various specialists and
incorporating digital technology for more
advanced provision of information. We are
promoting a more collaborative framework
among the marketing, medical affairs and

▶ See “Marketing” on page 83, “Medical

Affairs” on page 85 and “Drug Safety” on
page 86.

▶ See “Close-Up 2: Maximizing the Value of

Hemlibra” on page 89.
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Strategy 3

Promote Advances in PHC
Further advance PHC and innovate R&D processes

Collaboration
with Roche

Realize further advancements
in PHC and innovate R&D
processes by utilizing digital
technology and data.
Strategic Points
• Enable patient-centric PHC
• Establish a digital intelligence platform

Utilize
Roche assets
(e.g. Flatiron
Health Inc.1)

Promote advances in PHC to create value

Advance in
cancer genomic
diagnostics (FMI
business) (e.g.
accelerate
development of
liquid biopsy,2 etc.）

Develop high-quality
medical database in
collaboration with
medical institutes

Intelligence
Collect
information incl.
on science
and digital
technology

×
Generate insights by
establishing data
utilization structure and
advanced data analysis

Confirm
feasibility of
digital devices

1. A company that provides oncology-specific electronic health record systems and has a comprehensive database
developed in collaboration with medical institutions. It became a member of the Roche Group in 2018.
2. Unlike a conventional biopsy, which uses an endoscope and needle to take a tissue sample, liquid biopsy is a
technology that uses blood or other fluid samples to make a diagnosis and a prediction of therapeutic response.

Enabling Patient-Centric PHC
Chugai is a pioneer in PHC in Japan and a
member of the Roche Group, a global
leader in personalized medicine. Under
IBI 21, we are focusing on promoting the
next stage of PHC to provide the best
treatment for each patient.
PHC, which administers treatments only to
selected patients who are expected to
benefit from them, is the main approach
for realizing advanced and sustainable
patient-centric healthcare, offering value
for patients, healthcare finances and
society. Backed by the recent dramatic
progress in genomic medicine and data
analysis technology, comprehensive
genomic profiling has become possible.
A representative example is our FMI
business, which uses the technology of
Roche Group member Foundation
Medicine Inc. (FMI) to promote PHC
through cancer genomic profiling. In 2019,
we launched FoundationOne CDx Cancer
Genomic Profile (F1CDx), a system for
comprehensive cancer-related genomic
profiling using next-generation sequencing,
and also obtained approval for its use as a
companion diagnostic for tumor-agnostic
therapy Rozlytrek, which was also launched
in 2019.
We will encourage and cooperate
with regulatory authorities, scientific
conferences, participating facilities and
other parties to improve access to cancer
genomic profiling and pursue synergies
with Rozlytrek and other PHC-based
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products to accelerate uptake of cancer
genomic diagnostics.
As an addition to the conventional biopsy
method, we are also preparing to submit
an application for a liquid biopsy test
that reduces the burden on patients and
raises the efficiency of medical facilities.
We consider liquid biopsy to be a key
factor for accelerating uptake of cancer
genomic diagnostics, and are conducting
focused efforts with the aim of filing an
application during 2020.
Moreover, the evolution of digital devices
and other developments have made it
possible to obtain an immense amount
of patient information in a timely manner,
and to rapidly quantify a wide range of
benefits for patients, including aspects
such as quality of life as well as drug
efficacy and safety. In close cooperation
with government and academia, and
in collaboration with the Roche Group,
including Flatiron Health Inc., Chugai will
help to collect real-world data (RWD),
including cancer-related genomic
information, and to establish a
comprehensive database for regulatory
compliance.

Establishing an Intelligence Platform
Based on Digital Technology
For Chugai, innovation requires the use
and upgrade of digital technologies,
including the introduction of AI technology
in drug discovery and all other functions,

sophisticated data analysis, and
RWD-based research and development.
Our aim of building and reinforcing a
Company-wide platform for utilization of
digital technologies under IBI 21 is a theme
that runs through Strategies 1, 2 and 3. In
2019, we formulated our vision for
achieving digital transformation by 2030.
As part of this vision, during 2020 we are
laying out and getting to work on the
priority areas for innovation in the drug
discovery and development process and
the value chain. We will concurrently invest
management resources in acquiring and
developing specialists, strengthening
technologies and reforming our corporate
culture to build and reinforce our platform
for utilization of digital technologies.

Bonus Video
Saving Lives! Medic-boy’s Big Adventure
https://www.chugai-pharm.co.jp/
english/ir/ar2019/movie.html
▶ See “For Reference: The Pharmaceutical

Industry and Chugai’s Business” on
page 20.

▶ See “Focus 2: Digital Transformation”

on page 52.
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Strategy 4

Strengthen Human Capital and Conduct
Fundamental Structural Reform
Accelerate innovation by implementing Strategies 1, 2 and 3

Recruit and develop diverse
and high-caliber talent that
supports innovation, and
conduct fundamental
structural reforms.
Strategic Points
• Develop and recruit talent from a
medium- to long-term perspective
• Shift to a robust profit and cost
structure

Developing and Recruiting Talent
from a Medium- to Long-Term
Perspective
Our people are an invaluable asset that
drives Chugai’s growth and progress.
As we implement IBI 21 Strategies 1, 2
and 3, we will further strengthen human
resource management from a medium- to
long-term perspective, aiming to recruit,
develop and assign diverse, high-caliber
human resources who will drive innovation.
In particular, to meet stakeholder
expectations and create value in a rapidly
changing business environment, it is
important for employees to be able to think
on their own in carrying out strategies with
high quality and speed, in an organization
that encourages taking on new challenges.
For a human resource strategy based on
this stance, we have revised human
resource requirements, and promote
talent management and position
management to assign the right people
to the right positions. We also quickly
identify and develop leaders and high-level
specialists who can play a key role in
implementing strategies. In addition, by
further promoting diversity and inclusion,
we will foster an organizational culture that
is conducive to innovation, and encourages
the active participation of diverse employees.
Based on these priority issues, we designed
a new personnel system in 2019 (operation
started in April 2020) that assigns the
right people to the right positions with
the aim of building a corporate culture
that encourages taking on new challenges.

Strengthen
business platforms

Recruit and develop talent
Strengthen talent
management system

Diversity &
Inclusion

Reform
remuneration
system

This personnel system defines and
communicates the duties, performance
responsibilities and human resource
requirements for all positions in the
Company, and determines compensation
based on the value of each position,
thus facilitating independent career
development and promotion. We will also
abolish the age limit for management
personnel to enable assignments
regardless of age.
In formulating IBI 21, we conducted a
survey to identify human resource issues.
It indicated that our management system
and our level of employee engagement
were at a high level compared with other
global companies, but also that our work
environments and organizational culture,
though comparing favorably to our domestic
competitors, still showed room for
improvement at the global level. We will
therefore set detailed organizational reform
tasks for each division and implement the
PDCA cycle, in addition to making our
survey results a key performance indicator
for the final year of IBI 21.

Transforming Our Profit Structure
by Conducting Fundamental
Structural Reform

Fundamental structural reform
Structural reform by reviewing costs,
systems and processes

×
Shift resources to
facilitate innovation

given the increasingly severe business
environment for pharmaceutical companies,
including measures to curb drug prices,
transforming our profit and business
structure to allow a greater concentration
of resources on innovation is a major issue
in achieving sustainable growth.
Therefore, in order to raise funds and
concentrate management resources for
innovation, we will reorganize systems,
fundamentally reform our business
processes and cost structures, and take
firm steps to streamline operations,
including the introduction of digital
technology and robotic process automation.
We will also flexibly and proactively invest
to upgrade core functions and capture
growth opportunities.
In 2019, we worked to reform our cost
structure by outsourcing operations that
will not be part of future core businesses
and functions. This enables us to increase
automation and raise efficiency. We also
made capital investments, including in our
new research site Chugai Life Science
Park Yokohama, and conducted new
function and solution design measures.
We will continue to conduct timely
structural reform.
▶ See “Message from the CFO” on page 54.

Chugai has established a profit structure
comparable to that of major global
pharmaceutical companies by conducting
measures such as improving productivity
to optimize costs, reducing its expense
ratio and transferring the business rights
of long-term listed products. However,

- Concentration and Selection Are the
Key to Structural Reform
- Main Fundamental Structural Reforms
in 2019
- Balancing Investment for Value
Creation and Shareholder Returns
▶ See “Human Resources” on page 90.
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Strategy 5

Strengthen Sustainable Platforms
Corporate Value ＝ Economic Value ＋ Social Value

With the aim of improving
corporate value continuously,
we have specified six priority
categories that support our
drive for innovation, based
on expectations and requests
from society, Chugai’s
impact on the economy,
society and environment,
and stakeholder interest.

• Strengthen supplier management (human rights,
consideration for the environment, etc.)
• Conduct supplier due diligence

Supply chain
management

Chugai identified material issues for
creating shared value with its stakeholders,
in light of growing expectations and
demands for the sustainability of the
global environment and social systems,
in addition to its contribution to patients
and healthcare. In formulating Strategy 5
of IBI 21, “Strengthen Sustainable
Platforms,” we specified six areas from
among the medium- to long-term material
issues for the sustainable platforms that
should be prioritized during the plan.
Progress was steady in 2019 as relevant
divisions worked together in each area.
We have set targets for each category of
the material issues, but we will continue
to examine the appropriateness and
adequacy of the targets as we enhance
external disclosure to be able to accurately
share our progress toward the targets
both inside and outside the Company.

Material Issues in Six Categories
Quality Management
We will work to maintain and enhance our
world-class level of quality, a key factor in
the value of our products and services. In
light of recent demands for data integrity,
we are working in particular on organizing
quality requirements for cross-divisional
management of good practice guidelines
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• Contribute to global health

• Maintain and enhance world-class level of quality
• Foster and instill a quality culture

Healthcare access

Strengthening sustainable platforms
will support our pursuit of innovation

Stakeholder engagement

• Implement measures to combat climate change
• Use recycled/renewable resources
• Contribute to protection of biodiversity
• Take measures to preserve water resources and
mitigate water risk

• Promote engagement with
stakeholders
• Strengthen information
disclosure and dissemination

Strengthening Sustainable
Platforms for Creating Shared Value

Quality
management

Global environment

and regulations (GxP) for pharmaceuticals.
At the same time, going beyond GxP in the
belief that each employee’s awareness of
quality in their daily duties has a profound
impact on quality in the four areas of
products, information, processes, and
human resources, we will hold quality
meetings in each division and overseas
subsidiary to foster a quality mindset in
our workplaces.

Supply Chain Management
It is essential to work with suppliers to
help resolve social issues such as poverty,
growing inequality, environmental problems
and worsening working conditions. Chugai
has therefore established guidelines and
a comprehensive evaluation system for
conducting supplier management in the
areas of human rights and the environment,
in addition to its existing efforts for stable
supply and quality control. In 2019, we
used this evaluation system in conducting
due diligence based on the principles of
the Pharmaceutical Supply Chain Initiative
(PSCI). Specifically, we are setting priorities
in the event that human rights and
environmental risks materialize, based
on factors such as the impact on the
Company and society and the difficulty
of selecting alternatives, and conducting
risk assessments.

Healthcare Access
Up to now, Chugai has contributed to
global health through the GHIT Fund and
Access Accelerated, and we will expand

Social contribution
• Contribute to medical care, welfare,
social inclusion, support for the next
generation, and communities

our activities as a core theme of IBI 21.
In 2019, we joined the World Federation
of Hemophilia Humanitarian Aid Program
together with the Roche Group. In addition,
employees visited Myanmar to collect
feedback and better understand the needs
for our local projects, which include the
promotion of safer hospital childbirth and
maternity healthcare, and measures for
people living with noncommunicable
diseases. Since the nature of specific
issues varies by country and region, we will
continue to conduct activities that closely
match actual circumstances in each location.

Social Contribution
At the start of IBI 21, we formulated
Chugai’s basic stance on social contribution
and set five priority themes for Chugai’s
engagement: medical care, welfare, social
inclusion, support for the next generation,
and local communities. In 2019, we
designed measures for each theme and
worked to enhance the substance of our
activities. In the area of social inclusion,
based on our experience in promoting
para-sports, we sponsored art exhibitions,
concerts, workshops and other events
where everyone could express themselves
freely, whether disabled or not, to realize
an inclusive society looking ahead. In the
area of communities, our activities included
working with a non-profit organization to
support the early operation of emergency
shelters in areas damaged by a series of
typhoons in 2019, and we intend to further
enhance these activities going forward.

Sustainability and Growth Strategies

Global Environment
In addition to actively contributing to
measures to combat climate change,
increase the use of renewable and recycled
resources and protect biodiversity, we also
work to mitigate water risk and preserve
water resources, which are especially
critical to the pharmaceutical industry.
We set and have been advancing toward
mid-term environmental goals for 2020,
when we will set the next mid-term
environmental goals.
An area of particular focus among global
environmental issues is combating climate
change, and to improve environmental
performance we are employing state-ofthe-art design in the construction of
Chugai Life Science Park Yokohama,
with the intention of enhancing our
management system and measures.
In response to the recommendations of
the Task Force on Climate-related Financial
Disclosures (TCFD), we conducted a
scenario analysis in 2019 based on the
TCFD framework, which considered topics
including strengthening governance for

climate change countermeasures as well
as an analysis of risks and opportunities
and their financial impact. We announced
our support for the TCFD recommendations
in February 2020, and will continue working
to further address climate change risks
and opportunities and enhance information
disclosure. In addition, our progress in
combating climate change has been
positively evaluated, receiving a Carbon
Disclosure Project (CDP) score of ”B” in
2019, up two ranks from the previous year.
We are not satisfied with this score, and
will continue to step up our efforts.

Director & Deputy Chairman Motoo Ueno,
who is in charge of the Sustainability
Department, received a great deal of
valuable feedback from dialogue with
attendees. We plan to continue holding
presentations in the future.

▶ See “Message from the Deputy

Chairman” on page 34.

▶ See “Chugai’s Material Issues” on

page 37.

▶ See “Targets and Indices for Material

Issues” on page 38.

▶ See “Quality and Regulatory Compliance”

Stakeholder Engagement
More proactive dialogue and engagement
with individual stakeholders is a central
part of our drive to create shared value.
Other priorities will include strengthening
disclosure and information dissemination,
two-way communication, and creating
new dialogue opportunities.

on page 87, “Human Rights” on page 93,
“Environment, Health and Safety” (MidTerm Environmental Goals) on page 94, and
“Social Contribution and Global Health”
on page 97.

As a new initiative in 2019, we held an
ESG meeting for shareholders, investors
and the media in June. Representative

Gap Analysis of ESG Surveys and Progress
When identifying the material issues that it must address in order
to create shared value, Chugai conducted a gap analysis between
its ESG initiatives and the evaluation items in global ESG surveys
used for the Dow Jones Sustainable Indices, MSCI indexes, and

Main Categories in Which Chugai Improved in 2019
External Evaluations

FTSE Russell indices, among others. These external surveys
reflect at a high level the advanced ESG initiatives that investors
demand. We have decided to continuously conduct gap analyses
against these surveys, using the items in them as benchmarks to
quantitatively and objectively gauge the changing expectations
and demands of society and to identify issues. In this way, we are
enhancing our foundation for sustainable growth.

Supply chain
management

Formulated Supplier Code of Conduct
Formulated guidelines for assessment of EHS
compliance risk

Human rights

Formulated Human Rights Statement

In 2019, our ESG evaluation showed improvement in multiple
categories, as illustrated in the chart on the left, and our overall
score also rose. However, in comparison with highly-rated
companies globally, we still have more to do. In 2020 and beyond,
we will continue to set priorities to strengthen sustainable
platforms, and carry out new initiatives in the areas of climate
change risk mitigation and healthcare access.

Global environment

Received external assurance audit of water
consumption

Policies for Initiatives during IBI 21 (Planned)

Healthcare access

Formulated Basic Approach to Global Health

Material issues

Identified material issues and disclosed the process
for doing so

Social contribution

Formulated Basic Concept of Social Contribution
Activities

Category

Assumed Reasons for Improved Evaluation

Policy

Categories

Further enhancement
of initiatives

Supply chain management, human rights, global
environment, material issues

Promotion of new
initiatives

Analysis of climate change risks and opportunities,
healthcare access, corporate governance, tax
strategy, talent development
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FOCUS 1
Evolution o
Evolution
off A
Antibody
ntibody E
Engineering
ngineering T
Technologies
echnologies

Maximize the value
of drug targets

From 1990
Humanized antibodies

Create drugs for undruggable
targets and modes of action

From 2005

From 2008

Engineering to create
best-in-class antibodies
• Stability improvement
• Pharmacokinetic improvement
• Deimmunization beyond
humanization
• ADCC1/ADCP2 enhancement

1. Antibody-dependent cellular cytotoxicity

From 2018

Engineering to confer disease
tissue/cell speciﬁcity

Engineering to create
antibodies with unique
modes of action
• Bispeciﬁc antibody
• Recycling antibody®
• Sweeping antibody®
• FcγRIIb selective Fc
• T cell redirecting antibody (TRAB®)

Engineering to expand sites
of action

• Switch Antibody™
• Second-generation TRAB®
• Others

2. Antibody-dependent cellular phagocytosis

Positioning of Antibody Engineering
Technologies at Chugai
Chugai has three modalities (therapeutic
approaches) in drug discovery research:
small molecules and antibodies, in which it
has proven strengths and accomplishments,
and middle molecules, in which it is
focusing on the establishment of new
technology. In therapeutic antibodies, we
have demonstrated our drug discovery
capabilities by creating many innovative
medicines and developing proprietary
technologies. Now, we are taking these
capabilities further.
Innovation of therapeutic antibodies will
require an evolution in technologies such
as antibody engineering, biology and
platforms. “Biology” refers to deep
understanding of pathology and the
investigation of target molecules and
modes of action. “Platforms” are the
research infrastructure that we have
systematically established. We have clear
competitive advantages in platforms in
particular, including a high-throughput
system for obtaining candidate
antibodies; COSMO,3 a system that
enables optimization of candidate antibody
molecules ten times faster than was
possible just a few years ago; and a
deimmunization platform.4 These platforms
allow us to rapidly and efficiently actualize
and evaluate drug discovery ideas that
utilize our proprietary technologies.
Our antibody engineering technologies
have steadily changed and advanced
since we began working on creation of
humanized antibodies in 1990. In contrast
to previous technologies for improving
properties such as pharmacological
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activity and pharmacokinetics, our
initiatives in recent years have involved
technologies that significantly change our
overall approach to drug discovery through
unique modes of action and cell specificity,
and are expanding the possibilities for
using therapeutic antibodies in medicine.
3. Acronym of COmprehensive Substitution for
Multidimensional Optimization
4. A research platform technology to evaluate the
immunogenicity of proteins containing antibodies in
order to minimize the risk of anti-drug antibody
production in the clinical setting.

Applications of New Antibody
Engineering Technologies
1) Expanding the Scope of Drug
Discovery
Chugai’s novel antibody engineering
technologies open up two promising
directions in drug discovery. One direction
makes it possible to approach new targets
that were previously undruggable with the
Recycling antibody, bispecific antibodies
and other existing technologies.

Switch Antibody™
Binds to antigen

Binds to antigen

→Also affects normal tissue

→Onset of therapeutic effect

Normal tissue

Tumor tissue

Conventional
antibody
Undruggable

Switch
Antibody™

Switch Off

Switch On

Does not bind to antigen
→Minimizes side effects

Binds to antigen
→Onset of therapeutic effect

Normal tissue

Tumor tissue

Makes previously
undruggable targets
druggable

: Switch molecule. Expressed in high concentrations in tumor tissue.

Projects Utilizing New Antibody Engineering Technologies
Discovery

Preclinical

Recycling antibody®
Sweeping antibody®
Others

2

1

Bispecific antibodies
(1st, 2nd and 3rd generation)

7

Switch antibody™

6

1

Antibodies applying other
new technologies

2

1

Clinical

Launched

• satralizumab
• SKY59 (crovalimab)
• GYM329/RG6237

• nemolizumab
• AMY109

• ERY974

• NXT007

• Hemlibra
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Our Sweeping antibody is a recycling
antibody engineering technology that has
been further engineered to eliminate, or
sweep, target antigens from plasma. By
combining the Sweeping antibody with
technologies including TwoB-Ig, which
selectively increases binding to an Fc
receptor called FcγRIIb, we successfully
moved in-house project GYM329 into
clinical development in 2018.

2) Creating Novel Modes of Action

A noteworthy new technology that we
announced in 2019 is the Switch antibody
(small molecule-dependent antigen
binding). One of the remaining challenges
in the development of antibody drugs is
on-target toxicity, in which toxicity
increases in normal tissue when the
antibody binds to the target molecule.
Severe toxicity has been observed in
projects by many pharmaceutical
companies, in some cases resulting in
the cancellation of development. Chugai’s
Switch antibody is a technology that solves
this problem. By focusing on a small
molecule (the switch molecule) called
adenosine triphosphate (ATP), which is
present at high extracellular concentrations
in tumors, the Switch antibody is designed
to “switch on,” or bind to the target
antigen, only in a tumor microenvironment,
where the concentration of extracellular
ATP is high, but to “switch off,” or not bind
to the antigen, in normal tissue, where the
concentration of extracellular ATP is low.
As a result, target molecules that have
been undruggable due to the increase in
toxicity can be made druggable, greatly
extending the boundaries of drug
discovery. We are currently conducting
discovery projects utilizing this technology.
One project is scheduled to enter clinical
development in 2020 and six more are in
the discovery stage.

The first-generation bispecific antibody
engineering technology used in Hemlibra
has common light chains, but the secondgeneration technology uses different light
chains to make more diverse antibody
designs possible. The third-generation
technology enables antibodies to not only
bind to two types of antigens, but also to
control the form of bonding with two
different antigens. Moreover, while our
Switch antibody switches on or off in
response to ATP concentration, it can also
be engineered to do the same for changes
in concentration of other small molecules
in specific environments. This will make it
possible to target not only cancer, but a
wide range of other diseases, and to
actualize innovative drug discovery ideas.

The other promising direction that we want
to explore with new antibody engineering
technologies is the creation of novel modes
of action. By combining technologies such
as the next-generation bispecific antibody
and the Switch antibody, we will further
broaden the possibilities for innovative
drug discovery, with our sights set on
curing or completely managing diseases.

When these drug discovery approaches
become possible, coming up with ideas
will be even more important. In addition to
further developing its technologies, Chugai
is working to accelerate generation of
new ideas through a focus on biology
research, TACTICS, and other initiatives.
We believe that these initiatives will be
essential for maximizing the use of our
antibody discovery technologies, for which
the possibilities are broadening further.
For details on new antibody technologies, refer to the
Information Meeting on Antibody Engineering
Technologies (webcast) held on December 9, 2019.
https://www.chugai-pharm.co.jp/english/ir/
reports_downloads/presentations.html#sec_85

The Potential of Antibody
Engineering –
a Researcher’s View
No technology can keep its competitive
advantage for very long, no matter how
great it is. Technologies must constantly
evolve, and that requires utilizing and linking
our stock of technologies and expertise. For
example, realizing the Switch antibody
technology was only possible because we
had independently developed the Recycling
antibody technology (pH-dependent antigen
binding).
Such innovation cannot be achieved
without overcoming numerous difficulties,
but we are able to do so because we
always have the patients in mind. In the
creation of Hemlibra, our discovery
research was driven by our strong belief
that this drug would offer significant value
to people with hemophilia and to their
families, and that we absolutely had to
make it available. Later on, the letters we
received from people who had used
Hemlibra made us very happy because
they confirmed again that our aspirations
during research had become a reality.
The purpose of our drug discovery
research is to provide medicines that
offer true value to patients and society.
New antibody engineering technologies
can also be expected to lead to the
creation of drugs for diseases for which
there are currently no treatments, and may
lead to new biological discoveries and the
innovation of treatment methods. We are
striving to be a top innovator in the
healthcare industry that contributes to
patients and society not only through the
innovative medicines we create, but also
through the advancement of technology
and life science.

Zenjiro Sampei
Head of Discovery Biologics Group 3,
Discovery Biologics Dept.

Application of Antibody Engineering Technologies

Targets only druggable
with new technologies
Druggable targets with
conventional antibodies
• Drug discovery using
conventional antibodies

• Drug discovery using Recycling
antibody®
• Drug discovery using Sweeping
antibody®
• Drug discovery using Switch
antibody™

Novel modes of action from
new technologies
• Drug discovery using next-generation
bispecific antibody
• Drug discovery combining nextgeneration bispecific antibodies and
Switch antibody™
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FOCUS 2
Digital Transformation

Chugai’s Digital Transformation Goal

formulated Chugai Digital Vision 2030
and a roadmap to achieve it.

New scientific methods that make use
of technologies such as AI as well as
real-world data (RWD) and evidence are
emerging as a result of rapid advances in
IT and digital technology. Moreover, amid
growing measures to restrain healthcare
costs, there is increasing need for
pharmaceutical products with true value
for patients.
To become a top innovator in the healthcare
industry, Chugai is accelerating innovative
drug discovery and uncovering opportunities
to advance PHC by combining its existing
strengths with advanced digital technology.
One advantage we have is our ability to
generate synergy with Roche through our
access to the resources of the Roche
Group, a leader in applying digital technology.
Under IBI 21, acceleration of our digital
strategy is included in Strategy 3. We
aim to further advance PHC and optimize
the entire pharmaceutical value chain by
concentrating resources for a digital
transformation clearly distinct from
earlier digitalization efforts. In October
2019, we established the Digital Strategy
Department to oversee the digitalization
measures of each department. We also

Logo that embodies the Digital Vision

Three Main Strategies
To strengthen our digital platforms, we
will develop both hardware and software
solutions. We aim to establish world-class
IT platforms through the integration of
internal data and creation of a data
analysis platform in cooperation with
Roche. Additionally, we will establish and
operate a Digital Innovation Lab to support
employees in generating new ideas and
taking on challenges, and will identify,
acquire and develop the digital talent
we need.
To optimize all value chains, we will use
digital technology to dramatically boost the

efficiency of each department and function,
in particular production and marketing
processes. Through comprehensive
analysis of customer data, we will also
commence development of new solutions
to enhance the customer experience.
To create innovative drugs by leveraging
digital technology, we will improve our
capabilities in AI, RWD and digital
biomarkers (dBMs) to achieve digital
transformation for Drug Discovery and
Development (DxD3) in a way that only
Chugai can, with the aim of achieving true
PHC. Using AI and other cutting-edge
technologies, we will work to transform
drug discovery, improve the development
success rate, and promote labor-saving and
automation of various tasks. We will also
collaborate with top-tier partners such as
Preferred Networks, Inc. In addition, we
will develop dBMs to refine and improve
outcome indicators from the patient’s
perspective, and provide support for
treatment decisions through the use
of wearable devices to monitor disease
and health status. Other initiatives
planned include renewal of our clinical
development strategy and enhancement
of evidence in clinical practice based on
dBM and RWD.

Chugai Digital Vision 2030

External environment
●

Increasing importance of digital
technology

Chugai Digital Vision 2030
Transform our business by using digital technologies to make Chugai a
top innovator in the provision of society-changing healthcare solutions

➡ Emergence of new scientiﬁc methods
●

Acceleration of environmental changes
➡ Containment of healthcare costs
➡ Competition to create and provide value

×
Internal environment
●
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Digital transformation for drug
discovery and development

Optimize all value chains

Opportunities from fusing our strengths
with digital technology
➡ Acceleration of innovative drug discovery
➡ Advancement of personalized healthcare

●

Three Main Strategies

Digital resources of Roche Group
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Strengthen digital platforms
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A Strategy and Roadmap for Risks
and Opportunities 10 Years from Now

technologies to enable high-speed analysis of
various data in the drug development process is
already being explored. We thought about how
society and our industry will have changed 10
years from now, in 2030, and the risks and
opportunities those changes will present. Based
on that, we created Chugai Digital Vision 2030 to
describe what Chugai should be in the future, as
well as a digital strategy and roadmap to achieve
this vision.

Digital transformation (Dx) means using digital
technology to transform products, services and
the business model based on the needs of
customers and society, as well as transforming
business processes and the corporate culture to
establish a competitive advantage. The wave of
digital disruption that began sweeping through
industries such as communications and finance
several years ago has now reached the world of
pharmaceuticals. Drug development involves
multiple processes and takes many years. The
cost of researching, developing and bringing to
market a single drug has increased roughly 2.5
times over the last decade. The potential to
achieve a high success rate in less time at a
lower cost by applying AI and other digital

A Digital Strategy That Reflects
Chugai’s Unique Characteristics
This digital strategy reflects some of Chugai’s
unique characteristics. First and foremost, its
vision and priority areas are aligned with Chugai’s
Envisioned Future and management strategies. It
will accelerate and enhance the implementation
of our IBI 21 strategies of Value Creation, Value
Delivery and Promote Advances in PHC. It will
also help us to achieve our goal of becoming a top
innovator in the healthcare industry.

Satoko Shisai
Vice President
Head of Digital & IT
Supervisory Div.

Next, as for implementation, we will focus on
innovation by fusing business and IT. The
Digital Strategy Department was launched in
2019 as a team of 23 people from eight different
departments. Members were selected not only
for their IT skills but also their understanding of
business based on their diverse careers, which
facilitates smooth communication with other
departments. In addition, each business

department has appointed a Digital Leader who
works with the Digital Strategy Department by
sharing and executing digital projects. As a result,
unified efforts are being made to help enhance the
value of each business department and upgrade
the Company’s operations.
The third characteristic of the digital strategy is
our plan to transform the technology that supports
our digitalization, as well as the culture of the
Company. Rather than carrying out siloed digital
initiatives in each department, we will foster a
culture in which employees from different parts
of Chugai are encouraged to exchange ideas and
share examples, leading to the creation of new
cross-departmental projects. Based on the strong
support of the CEO, we have held workshops for
management from the department manager level
and up, as well as events at the Company-wide
level to promote “Chugai Digital.” We will also
make use of the Digital Innovation Lab to generate
digital projects based on new ideas of employees,
with the aim of fostering a culture suggested by
taking on new challenges without fear of failure,
even when there is uncertainty. In addition,
continuously publicizing “Chugai Digital”
externally will lead to creation of new value in
collaboration with outside partners and digital
talent.

Roadmap to 2030
Realization of
Chugai Digital Vision 2030

Digital transformation for drug discovery and development
• Tranform the drug discovery and development process using AI and RWD
• Demonstrate the new value of drugs using digital biomarkers

Optimize all value chains
• Signiﬁcantly increase productivity focused on production and marketing processes
• Provide new solutions by leveraging digital technology

Strengthen digital platforms
• Establish strategic IT infrastructure for using data
• Develop digital talent and collaborate with partners

2021

I B I 21

2024

2030

Beyond...
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Message from the CFO

We expect revenues and profit growth to
continue in 2020. Our targets are revenues
of ¥740.0 billion (an increase of 7.8
percent year-on-year), Core operating
profit of ¥275.0 billion (up 22.3 percent)
and a ratio of operating profit to revenues
of 37.2 percent. In addition, we have
raised the IBI 21 target for Core EPS
CAGR,1 our financial KPI, from the high
single digits (7-9 percent range) to around
30 percent. As with IBI 18, the previous
mid-term business plan, we will make IBI
21 another three years of high growth.

We are currently enjoying growth momentum.
Nonetheless, we will remain vigilant and forge ahead
with further structural reforms and innovation. We will
also keep the balance of economic and social value in
mind in our dialogue with stakeholders.

Toshiaki Itagaki
Executive Vice President & CFO
In charge of Finance & Accounting,
Corporate Communications, Purchasing,
Digital Strategy and IT Solution

The Global Expansion of Chugai
Products is Driving Our Growth
Momentum
Mid-term business plan IBI 21 got off to a
strong start in 2019, as results exceeded
expectations. Chugai made significant
upward revisions to its financial forecasts
during the year, yet still outperformed the
revised figures with revenues of ¥686.2
billion (up 18.4 percent year-on - year),
Core operating profit of ¥224.9 billion (up
72.6 percent) and a ratio of operating
profit to revenues of 32.8 percent. It was
our third consecutive year of record
revenues and profit.
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Chugai’s growth momentum over the past
few years has been driven by the global
expansion of innovative products from
in-house research. Our business outside
Japan consists of our own sales through
overseas affiliates plus export business
through Roche’s network, the latter being
particularly strong. Actemra, Alecensa
and Hemlibra are all manufactured and
exported by Chugai and sold by Roche
worldwide (except in Japan, Taiwan and
South Korea). The ratio of overseas
revenues to total revenues has surged in
seven years to 35.3 percent from 12.6
percent. Contributions to profit by export
business have also increased dramatically.
The cost to sales ratio for our products is
lower than that for in-licensed products.
Therefore, as our product sales expand
worldwide, they account for a larger
proportion of profit, thus increasing our
gross profit margin. Royalties and other
income that we receive based on Roche’s
sales go directly into operating profit.
For that reason, the creation and global
expansion of innovative medicines
from in-house research are vital to our
sustainable growth and a high-profit
business structure.
1. Core earnings per share compound annual
growth rate

Defending Value Creation
Capabilities in a Tough
Domestic Market
Our business in Japan, on the other hand,
will be facing headwinds for some time to
come. In 2020, growth products Perjeta,
Actemra and Hemlibra are subject to
repricing based on market expansion.
Avastin and Xeloda, which have been
domestic revenue drivers, will lose
premium pricing status, leading to

Sustainability and Growth Strategies

Concentration and Selection Are
the Key to Structural Reform

Earnings Structure
(%)

60
51.0

Cost to sales ratio 49.7
46.4

52.2

50.7

49.6
45.0

44.6
40

20

37.2

37.2

36.2

Operating proﬁt ratio
19.6
19.1
18.9
17.2

0

Operating expenses ratio
33.9
33.4
33.3

16.8

21.8

19.6

18.2

16.4

23.1

32.4
27.3

19.3

43.4
43.1
37.2

35.3
32.8
28.6

28.8

22.5

12.6
Overseas sales ratio
2012

2013

2014

2015

2016

2017

2018

2019

2020
(Forecast)

* Cost to sales ratio is the comparison of product sales to total sales.
Overseas sales ratio, operating expenses ratio and operating profit ratio are comparisons to revenues.

a substantial cut in the prices for both
products. In addition, the launch of
biosimilars and generics will bring fierce
competition to mainstay products Avastin,
Herceptin, Rituxan, Xeloda, Edirol and
Mircera. In these challenging conditions,
we are projecting negative growth of 5.9
percent for domestic revenues in 2020. In
2021 and beyond, drug price revisions will
be implemented annually, and other
healthcare cost-containment measures
may be implemented and strengthened,
and the market itself is expected to shrink.
In terms of size, Japan accounts for no
more than about seven percent of the
global market. Increasing the proportion
of revenues from overseas is necessary
for Chugai as it seeks to be a top
innovator in the healthcare industry.
Nevertheless, Japan is where our
research, development, production,

marketing and all other supply chains are
located, and its importance as a business
area will not change.
Even in an age of increasing uncertainty
marked by the evolution of drug discovery
modalities, the advancement of digital
technology, the entry of competitors
from other industries, and restrictions
on drug detailing and sales promotion,
Chugai will remain focused on innovation.
This is because solving social issues with
innovation is our mission, and without
innovation we cannot grow. The networks
we have built with academia, medical
institutions and healthcare professionals,
startup companies, suppliers and others
will be instrumental in creating and
delivering innovative medicines with worldclass quality. We will maintain and
strengthen this foundation.

(Billions of yen)

580.0

588.9

54.1
34.6
108.4
Domestic

437.6

2019

Specific activities in 2019 are summarized
in the chart on the next page. As a move
toward “concentration,” we decided to
establish the new Chugai Life Science Park
Yokohama and close the Fuji Gotemba and
Kamakura Research Laboratories. Other
initiatives included the start of construction
on a new manufacturing facility for active
pharmaceutical ingredients (APIs) for small
and middle molecule drugs, the launch of
the FMI business, and in-licensing of an
oncolytic viral immunotherapy. We also
began improving our business foundation
to support growth by establishing the

Sales Forecast

-8.9, -1.5%
Overseas
+17.1, +11.3%

168.4

Others
+13.9, +25.7%
Renal diseases
-9.9, -28.6%

68.0
24.7

Bone and joint
diseases
-18.3, -16.9%

90.1

Oncology
-11.7, -4.9%

Domestic

411.6

228.8

2020
(Forecast)

Year-on-Year Change
(Billions of yen/%)

-26.0,
-5.9%

240.5

We cannot afford to be complacent about
our current growth momentum. We have
made fundamental structural reform one
of the growth strategies in IBI 21 to
further establish a solid cash generation
cycle. Our basic policy for structural
reform is concentration and selection.
We will upgrade core functions by
concentrating resources in innovation and
improve business efficiency in ways such
as using shared services and business
process outsourcing (BPO) for selected
non-core businesses and functions.

Change in Sales of Main Products

2020 Sales Forecast

151.3

Since the alliance with Roche began,
Chugai has continued business process
re-engineering (BPR) and other cost
optimization initiatives. Although profitability
has increased to a certain extent, there is
still room for improvement in productivity
and efficiency.

Overseas
Hemlibra
Alecensa
Others
Hemlibra
Foundation Medicine
Tamiﬂu (ordinary)
Renal diseases
Mircera
Bone and joint diseases
Edirol
Oncology
Tecentriq
Kadcyla
Perjeta
Xeloda
Rituxan
Herceptin
Avastin

23.9
39.0

-6.3 (-13.9%)

42.1
4.5
3.4

+16.9 (+67.1%)
+4.1 (11 times)
-4.0 (-54.1%)

15.4

-6.8 (-30.6%)

26.1

-10.6 (-28.9%)

44.6
11.7
28.8
3.1
6.3
19.2
73.3

+2.7 (+30.0%)
-1.9 (-6.2%)
-4.9 (-61.3%)
-5.6 (-47.1%)
-7.5 (-28.1%)
-22.3 (-23.3%)

+20.3 (+563.9%)

+24.0 (+116.5%)
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Digital & IT Supervisory Division to lead
Company-wide digital and IT strategies.
Initiatives for “selection” included the
transfer of long-term listed products
(off-patent branded drugs) and the sale of
all shares in C&C Research Laboratories,
the sale of cross-held stock, the decision
to outsource logistics and packaging
operations, the implementation of an
early retirement incentive program, the
introduction of robotic process automation
for back-office tasks, and the integration of
expense and payment systems.
Going forward, we will also focus on
strengthening our digital infrastructure and
on initiatives for utilizing and applying AI,
ICT and real-world data. While proactively
pursuing collaboration with academia and

startups for drug discovery that combines
biology and technology, we will also
consolidate redundant functions that
overlap our corporate organization,
divisions and subsidiaries.

Balancing Investment for Value
Creation and Shareholder Returns
Chugai believes that the establishment
of middle molecule technologies to
complement its small molecule and
antibody technologies will lead to drug
discovery innovation, and has therefore
been conducting related research and
development for more than a decade. With
a middle molecule candidate about to

move into clinical trials, we have started
construction of a synthetic research
building and manufacturing facility for
middle molecule APIs and other
compounds. In addition, investment in
Chugai Life Science Park Yokohama
has begun in earnest, comprehensive
collaboration with Osaka University
Immunology Frontier Research Center
(IFReC) has entered the joint research
stage, and we have decided to continue
investing in Chugai Pharmabody Research
in Singapore. We are also proactively
investing in efficiency, productivity and
other improvements across the supply
chain with AI use in drug discovery,
digitalization and utilization of digital
information, and use of ICT. Furthermore,
if opportunities arise, we will allocate

Main Fundamental Structural Reforms in 2019
Concentration
Upgrading of innovation and
core functions

Selection
Increase of efficiency through
business concentration and
outsourcing

• Entered into exclusive licensing agreement for Telomelysin and capital tie-up agreement with Oncolys BioPharma Inc. (Announced April 8)
• Construction of new manufacturing facility for APIs at Fujieda Plant (Announced April 24)
• Decided to construct Chugai Life Science Park Yokohama and close Fuji Gotemba Research Laboratories and Kamakura Research Laboratories (Announced May 21)
• Launched genomic mutation analysis program and began providing testing services (June 3)
• Comprehensive alliance with Preferred Networks, Inc. extended for two years (September 1)
• Established Digital & IT Supervisory Div. to lead integration of Company-wide digital and IT strategy (October 1)
• Established Marketing & Sales Planning Dept. and made Business Development Dept. and Intellectual Property Dept. corporate organizations (October 1)
• Introduction of Concur Expense as expense management system (January 1)
• Business transfer of Ulcerlmin to Fuji Chemical Industries Co., Ltd. by September 30, 2019 (Announced April 1)
• 172 people retired at end of June under early retirement incentive program
• Full outsourcing of logistics operations to Mitsubishi Logistics starting in January 2021 (Announced June 14)
• Introduced and began using robotic process automation for Company-wide back-office tasks
• Transferred rights for Oxarol Ointment and Oxarol Lotion to Maruho Co., Ltd. (Completed December 1)
• Transferred shares of C&C Research Laboratories in Korea to JW Pharmaceutical Corporation (Completed by December 31, 2019)

Current Status/Plan for Major Investments
2012

2016

2017

2018

2019

2020

2021

2022

2023

Research and Development

CPR (Singapore): Creation of clinical candidates utilizing proprietary antibody technologies
2012-21: SGD 476 million (SGD 295 million), incl. capital investments of SGD 61 million (SGD 63 million)

2022-26: SGD 282 million, incl.
capital investments of SGD 21 million

Chugai Life Science Park Yokohama: State-of-the-art R&D site to create innovative new drug candidates
Purchase of business site 2016-18:
¥43.0 billion

Construction of laboratory 2019-22:
¥127.3 billion (¥22.9 billion)

Ukima Research Laboratories: New synthetic research building for strengthening the process development function of small and middle molecule active
pharmaceutical ingredients
2018-20: ¥4.5 billion (¥3.1 billion)

Comprehensive collaboration in research activity with IFReC
2017-27: ¥10.0 billion (¥2.8 billion)

Utsunomiya Plant: Enhancement of high-mix low-volume production capability for pre-filled syringe form products
Production

2013-18: ¥6.0 billion

Ukima Plant: Enhancement of high-mix low-volume production of antibody API for initial commercial products
2015-18: ¥37.1 billion

Fujieda Plant: New synthetic manufacturing building to accelerate the development of small and middle molecule active pharmaceutical ingredients
2019-22: ¥18.2 billion (¥9.0 billion)
(

): Cumulative amount as of December 31, 2019
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funds to drug discovery technologies and
modalities, in-licensing of development
projects to supplement our pipeline, and
cooperation and capital alliances with
startup companies.
Innovation in the age of VUCA2 will
require greater diversity in human capital,
technologies, information and funding.
Amid remarkable advances in life science
and digital technology, creating new
business value will require a strong
financial footing that enables flexible
and focused strategic investments.
After considering factors including the
variability of earnings growth and the
strength of our financial base going
forward, we changed our target Core EPS
payout ratio to 45 percent on average from
50 percent on average. This will better
position us to maintain stable dividends.
2. VUCA: Acronym for volatility, uncertainty, complexity
and ambiguity

Managing Efficiency with KPIs
That Fit Our Business Model
We use Core EPS CAGR as one of our
financial KPIs in the mid-term business
plan. The intention behind this can be
explained in terms of our expanded
formula for return on equity (ROE). Chugai
specializes in biopharmaceuticals, which
have long production lead times, and we
have to keep safety stocks because many
of our products have a large market share.
Consequently, our ability to increase the
asset turnover ratio is limited. Moreover, to
maintain management independence in
our alliance with Roche, we must keep
Roche’s shareholding ratio within a certain
range, so our ability to use share buybacks
to increase financial leverage is also
limited. Therefore, the key to raising ROE
is to increase the profit margin in our core
business. For that reason, we use Core
EPS CAGR as a mid-term financial KPI to
show sustainable growth of the margin in
clear terms from the viewpoint of
shareholders.
We are also mindful of the cost of capital.
When developing medium- to long-term
business plans, we set out our growth
strategy by factoring in the equity spread
to clarify the gap between targets and
current conditions. In assessing the
business feasibility of investments and

Changes in Dividends and Payout Ratio

140

(Yen)

44
Effect of stock
split excluded
End of FY (Special)
End of FY (Regular)

52
26

14

62

75＊
25

48

41

33

75
48

26

29

31

2016

2017

2018

2019
End of FY: Plan

2020
Forecast

5-year average

49.2%

48.4%

48.6%

47.4%

45.0%

Single FY

50.7%

44.7%

48.7%

45.8%

41.0%

Interim

Core
payout
ratio

86

150＊

* Three-for-one split of ordinary shares planned for July 1, 2020.
Amount shown excludes effect of the stock split.

development projects, the concept of cost
of capital is built into our internal decisionmaking processes and mechanisms in
ways such as calculating present value by
discounting at the weighted average cost
of capital (WACC).3
In addition, in 2019 we began using
ROIC4 as a long-term financial KPI. In the
pharmaceutical business, new drugs are
brought to market at a success rate of
one in tens of thousands, despite large
investments over long periods of time. For
that reason, we believe that it is necessary
to use material accounting to manage with
long-term investment efficiency in mind,
and not be swayed by short-sighted
thinking about earnings.
Core ROIC in 2019 was 31.9 percent,
which is well above WACC, a return on
investment that shareholders and other
capital providers expect. As such, we
judge that management is maintaining
high capital efficiency.
3. The most common method of calculating cost of
capital, WACC is the weighted average of the cost of
borrowing money and the cost of raising funds
through equity.
4. ROIC indicates how efficiently a company uses
capital invested for business activities (invested
capital) to generate profit.

Dialogue from Financial and
Non-Financial Perspectives
Chugai has been using various media to
carry out timely and appropriate disclosure
about its Envisioned Future, strategies and
specific initiatives, including ESG, and their
progress. We have also been focusing on
balanced dialogue.

In 2019, these efforts included visits
from investors, media briefings, individual
interviews and briefings for more than
350 domestic and overseas investors and
analysts, and CEO roundtable conferences.
We held a first-ever ESG meeting for
analysts and investors, and introduced
Chugai’s new technologies at a presentation
on antibody engineering technologies.
Other activities included an online briefing
for individual investors and our participation
in joint investor briefings and conferences.
Overall, we had more opportunities for
dialogue than ever before.
Our market capitalization as of December
31, 2019 exceeded ¥5 trillion, growing 60
percent from the beginning of the year,
and ranked 14th among companies on
the First Section of the Tokyo Stock
Exchange (ranked 10th at ¥6.6 trillion
as of February 29, 2020). We see this as
evidence that our shareholders and other
stakeholders understand and support our
initiatives, including not only the economic
value we provide but also the social value
of our ESG activities. This has given us
confidence, but at the same time, a
strong sense of responsibility to live up
to expectations.
Chugai’s business partner, Roche, is also
the Company’s largest shareholder. Under
these circumstances, we recognize the
importance of fair and open communication
with minority shareholders. We will continue
to engage with shareholders in balanced
dialogue, with transparency and fairness in
mind, and look forward to receiving honest
opinions and feedback.
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Corporate Governance

Enhancement of Corporate Governance

Chugai’s Corporate Governance
Realization of Mission and Creation of Shared Value

Relationship with Roche and Securing
the Rights and Equality of Shareholders
Reinforcement of
the PDCA Cycle
Introduction of Outside Perspectives

Ofﬁcer
Remuneration
Emphasizing
Linkage with
Performance
and Stock Price

A Governance Structure Supporting Chugai’s Unique Business Model

① Board of Directors: Makes decisions on
management issues of primary importance, receives
quarterly reports on the state of business execution as
well as reports on key decisions made at the Executive
Committee, and conducts oversight.
・Chair: Executive Director
・Composition: 9 members (3 executive directors, 6
non-executive directors (including 3 independent
outside directors))
・Convened: 9 times in 2019
② Executive Committee: Makes decisions on
Company-wide management strategy and important
matters concerning business execution. Corporate
management committees (⑨) have also been
established under the Executive Committee.
・Composition: 12 members (2 directors, 10 executive
officers (excluding directors))
・Convened: 32 times in 2019
③ Appointment Committee: As an advisory body to
the Board of Directors, deliberates on the selection of
director candidates and succession plans for or
dismissal of executive directors, including the CEO.
Members from inside the Company are appointed by
the Board of Directors from among the representative
directors and persons with experience as representative
directors. Members from outside the Company are
appointed by the Board of Directors from among the
non-executive directors and persons with experience
as non-executive directors.
・Chair: Independent outside director
・Composition: 4 members (1 executive director, 3
non-executive directors (including 2 independent
outside directors))
・Convened: 3 times in 2019
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④ Compensation Committee: As an advisory body
to the Board of Directors, deliberates on remuneration
policy and the remuneration of individual directors. It
consists solely of members from outside the Company,
appointed by the Board of Directors from among the
non-executive directors, including outside directors, and
persons with experience as non-executive directors.
・Chair: Non-executive director
・Composition: 3 members (3 non-executive directors
(including 1 independent outside director))
・Convened: 2 times in 2019
⑤ Audit & Supervisory Board Member Audits:
Chugai is a company with an Audit & Supervisory
Board. Chugai’s Audit & Supervisory Board members
conduct audits of management decision-making and
business execution independently from business
operations. Audit & Supervisory Board members
express their opinions in real time from the standpoint
of appropriate corporate governance in a variety of
situations including at meetings of the Board of
Directors, the Executive Committee (full-time Audit &
Supervisory Board members only) and the Audit &
Supervisory Board.
・Composition: 5 members (2 full-time members, 3
outside members (all 3 of whom are independent
Audit & Supervisory Board members))
・Convened: 11 times (including 1 extraordinary
meeting) in 2019
⑥ Internal Audits: The Audit Department, with a staff
that includes certified internal auditors and certified
fraud examiners, conducts audits of the status of
business execution of the Chugai Group, including
subsidiaries, from various standpoints, such as the
effectiveness, efficiency and compliance of business
activities; reports and makes recommendations to the

Chugai’s Mission is to dedicate itself to
adding value by creating and delivering
innovative products and services for the
medical community and human health
around the world. Under this Mission,
Chugai aims to achieve the advanced and
sustainable patient-centric healthcare set
forth in its Envisioned Future through the
creation of shared value with its various
stakeholders.
To create shared value, Chugai considers it
important to establish and evolve its
unique system for corporate governance,
which is an integral part of management.
Based on the above, Chugai has identified
five priority issues for corporate governance.

Executive Committee; and reports to the Audit &
Supervisory Board. In addition, Audit Department staff
serve as Audit & Supervisory Board members at
subsidiaries.
⑦ Accounting Audits: KPMG AZSA LLC handles
accounting audits and internal control audits.
⑧ Cooperative Auditing: Audit & Supervisory Board
members, the Audit Department and the Accounting
Auditor cooperate closely by regularly exchanging
information to improve the effectiveness of their
respective audits. Audit & Supervisory Board members
and the Accounting Auditor confirm each other’s audit
plans and hold regular meetings to exchange opinions
on matters including the results of quarterly audit
reports. In addition, they coordinate with Audit &
Supervisory Board members at subsidiaries on quarterly
reports, fiscal year-end reports and other matters. The
Office of Audit & Supervisory Board Members ensures
the independence and enhances the auditing functions
of Audit & Supervisory Board members.
⑨ Corporate Management Committees: The
Corporate Communications Committee makes
decisions and oversees promotion of activities
regarding information disclosure and dialogue with
stakeholders; the Risk Management Committee
oversees risk management and promotes activities to
identify and measure major risks; the EHS Committee
works to integrate management of environment and
occupational health and safety issues by making
decisions, formulating strategies and overseeing the
activities of each department; and the Compliance
Committee reinforces the PDCA cycle for compliance
activities and monitors the status and implementation
of countermeasures for particular items. Collectively
referred to as the corporate management committees.

Corporate Governance

constantly implements the PDCA cycle to
continuously examine and improve
corporate governance in order to increase
corporate value.

A Governance Structure Supporting
Chugai’s Unique Business Model—a
prerequisite for all that follows. It is
essential for value creation. Chugai has a
highly unique business model. Under
the strategic alliance with Roche, one
of the world’s largest pharmaceutical
manufacturers, Chugai is a member of
the Roche Group, but at the same time
maintains managerial autonomy and
independence as a separate listed company.
Chugai pursues management that fulfills
the mandate of many stakeholders
appropriately and fairly. Director composition
and monitoring mechanisms are also based
on this mindset. Furthermore, demonstrating
the true value of this unique business
model to generate innovation is a key
requirement of management.

Introduction of Outside Perspectives—
important for ensuring a stakeholder
viewpoint and objectivity in order to create
shared value with stakeholders under this
unique business model. Relationship
with Roche and Securing the Rights and
Equality of Shareholders—a priority issue
for properly ensuring the interests of
minority shareholders as well as Roche,
the majority shareholder. Officer
Remuneration Emphasizing Linkage
with Performance and Stock Price—
indispensable for improvement and
evolution with regard to the first four
issues. The following pages explain
Chugai’s corporate governance in terms
of these priority issues.

Reinforcement of the PDCA Cycle—a
core responsibility of management. Chugai

Chugai continuously verifies and reviews
the status of compliance with each
principle of the Tokyo Stock Exchange’s
Corporate Governance Code in accordance
with the revision of June 2018. The
following item has not been implemented,
the reason for which is also disclosed on
the Company’s website and elsewhere.
Principle 4-10-1: Establishment of
independent advisory committees.
Chugai’s Compensation Committee
consists solely of non-executive directors,
including one or more independent
outside directors. Therefore, Chugai
believes that the current mechanism
enables transparent and objective
deliberation on compensation.
Corporate Governance
https://www.chugai-pharm.co.jp/english/profile/
governance/

Chugai’s Corporate Governance System (As of April 1, 2020)
General Meeting of Shareholders
Selection/Dismissal

③, ④

Appointment Committee
Compensation Committee

Inquiry

Selection/Dismissal

Board of Directors
Members of the Board

Advice

①

Audit

Selection/Dismissal

Audit & Supervisory Board ⑤

Audit & Supervisory
Board Members
Audit

Selection/Dismissal

CEO/COO
Report
Advice

CIC 1

②

Accounting
Auditor

⑦

Report

Executive Committee

⑨

Corporate Communications
Committee
Risk Management Committee
EHS Committee2
Compliance Committee

Impulsion

Executive Ofﬁcers
Operating
Organizations

Internal
Audit

⑥

Accounting
Audit

Audit
Department

⑧
1. Chugai International Council (CIC): Chugai established the CIC as an advisory body composed of Japanese, American and European industry leaders and professionals in
various sectors to respond accurately to changes in the global business environment and conduct business in an appropriate manner, and to provide advice to further enhance
decision-making.
2. Environment, Health and Safety Committee. Promotes EHS activities for the Chugai Group.
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A Governance Structure Supporting Chugai’s Unique Business Model
In order to promote Chugai’s unique
business model while ensuring its
effectiveness, we separate management
decision-making (Board of Directors) and
business execution (Executive Committee
and others), thereby expediting business
execution and clarifying executive
responsibility. The Chief Executive Officer
(CEO) has ultimate responsibility for making
decisions on Company-wide management
strategies and the Chief Operating Officer
(COO) has ultimate responsibility for
making decisions on important matters
concerning business execution.

Composition of the Board of Directors in 2020
• Tatsuro Kosaka

• Motoo Ueno
Representative Director,
Deputy Chairman

• Dr. Osamu Okuda
Representative Director,
President & COO

Executive directors are responsible for
business execution and supervision, report
on and explain business execution matters
and hold discussions on management.
They execute the strategies decided in
Board of Directors meetings. Currently,

Executive
Directors
3

Independent
Outside Directors
3

• William N. Anderson
CEO of Roche Pharmaceuticals
(Chairman of Compensation
Committee, Member of
Appointment Committee)

• Dr. James H. Sabry
Global Head of
Roche Pharma Partnering

• Yoichiro Ichimaru
Outside Director
(Member of Appointment Committee)
Senior Advisor of Aioi Nissay Dowa Insurance Co., Ltd.
Outside Director of Seino Holdings Co., Ltd.

• Dr. Mariko Y Momoi
Outside Director
Futabakai Social Welfare Corporation Professor Emeritus of Jichi Medical University
Visiting Professor of School of Medicine, Shinshu University
Regent of Tokyo Medical University (part-time)

three executive directors are representative
directors. Independent outside directors
are appointed based on their knowledge
and expertise as outside corporate
executives or as medical, academic and
other professionals. Their role is to provide
advice concerning management, exercise
supervisory functions and participate in
discussions and decision-making at Board
of Directors meetings from an objective,
outside perspective. Other non-executive

Matters Concerning the
General Meeting of
Shareholders

• Calling of the General Meeting of Shareholders and determination of the agenda items
• Approval of the Business Report, financial statements and other documents
• Selection of director and Audit & Supervisory Board member candidates

Matters Concerning
Directors and Audit &
Supervisory Board
Members

• Selection and dismissal of representative directors and executive directors
• Directors’ remuneration and bonuses
• Selection and dismissal of executive officers and advisors

Matters Concerning Stock

• Payment of interim dividends

Matters Concerning
Management in General

• Formulation of plans and policies, and reports on their progress
• Discussion of new business plans, alliances and other matters
• Discussion of decision-making structure and organizations
• Matters concerning finance and assets

Other Matters

• Approval and reporting of competing transactions
• Approval and reporting of conflict of interest transactions
• Reporting on internal control, risk management and IR activities
• Implementation and reporting of evaluation of the effectiveness of the Board of Directors
• Status of voting on proposals at the General Meeting of Shareholders
• Verification of cross shareholdings
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Chairman of the Board of Directors
of Roche Holding Ltd.
(Member of Compensation
Committee)

Outside Director
(Chairman of Appointment Committee, Member of Compensation Committee)
Outside Director of Komatsu Ltd.
Outside Director of Rengo Co., Ltd.
Outside Director of The Royal Hotel, Ltd.
Outside Auditor of Nankai Electric Railway Co., Ltd.
Non-Executive Director of The Bank of East Asia (China)

Principal Matters Deliberated by the Board of Directors
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NonExecutive
Directors
3

• Masayuki Oku

Composition of the Board of
Directors
To demonstrate the true value of its
unique business model, Chugai’s Board
of Directors comprises three types
of directors: executive directors,
independent outside directors, and
non-executive directors. The balance of
experience among directors of each type
enables effective corporate governance
that ensures management autonomy as
an independent publicly listed company
within the Roche Group, and helps to
increase corporate value.

• Dr. Christoph Franz

Representative Director,
Chairman & CEO
(Chairman of the Board of Directors,
Member of Appointment Committee)

directors are appointed from the
management team of the Roche Group.
They provide an objective, expert
perspective from a standpoint that is
independent from business execution,
offer recommendations and advice
regarding strategies and management,
and participate in discussions at Board of
Directors meetings.

Results and Progress in 2019
In 2019, two non-executive directors retired
and two new non-executive directors were
appointed (William N. Anderson and Dr.
James H. Sabry; both from the Roche
Group). One full-time Audit & Supervisory
Board member retired and a new full-time
member was appointed, and one
independent outside Audit & Supervisory
Board member was newly appointed. Dr.
Yuko Maeda, who was newly appointed as
an independent outside Audit & Supervisory
Board member, has extensive experience
and knowledge in areas including utilization
of intellectual property and industryacademia collaboration, and Chugai
determined that she is qualified to be an
Audit & Supervisory Board member for the
promotion of Chugai’s strategies going
forward. As a result, she was appointed as
Chugai’s first female Audit & Supervisory
Board member.
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At the General Meeting of Shareholders
held on March 30, 2020, proposals
were approved for the retirement and
appointment of new members for one
executive director, one independent
outside director and one independent
outside Audit & Supervisory Board member
(Osamu Okuda, Mariko Y Momoi and

Kenichi Masuda were newly appointed).
Mariko Y Momoi, who was newly appointed
as director, has extensive experience and
knowledge as a physician and university
professor, as well as organizational
management experience, including at
universities and hospitals. Consequently,
Chugai has determined that she is qualified

to appropriately provide advice and
oversight on the Company’s management.
Kenichi Masuda is a registered attorney
with extensive experience and knowledge
as an expert in corporate law, and
Chugai determined that he is qualified
to appropriately perform his duties as an
Outside Audit & Supervisory Board member.

Message from Retiring Director Osamu Nagayama
Appointment Committee, has functioned effectively and that
we have created a governance system for sustainable growth.
In addition, since entering into the strategic alliance as a
member of the Roche Group that is also listed on the Tokyo
Stock Exchange, we have firmly established a stance that
emphasizes fairness to all our shareholders by consistently
giving full consideration to the interests of minority shareholders.

Osamu Nagayama
Senior Advisor,
Honorary Chairman
Former Representative
Director & Chairman

As I retire from the position of Representative Director, which I
have held since 1989, I would like to express my sincere thanks
to Chugai’s shareholders, investors, and other stakeholders for
their support.
With the conviction that enhancing new drug discovery
capabilities and globalizing the Company are crucial to
contributing to patients around the world, Chugai’s
management has been focusing on establishing a drug
discovery technology platform that continuously generates
innovation and strengthening its management platform to be
able to withstand global competition. The highlight was the
formation of the strategic alliance with Roche. Compared with
2002, when the alliance started, Chugai has achieved four-fold
growth in revenues and eight-fold growth in operating income
as of December 31, 2019, and contributed to healthcare through
patient prescriptions for Chugai’s drugs in more than 100
countries worldwide.
In 2012, Deputy Chairman Motoo Ueno, President Tatsuro
Kosaka and I formed a three-person management structure.
In 2018, Mr. Kosaka became President and CEO, and as of 2020
this troika consists of Mr. Kosaka in his new position as
Chairman and CEO, Deputy Chairman Ueno, and newly
appointed President and COO Dr. Osamu Okuda. During this
time, Chugai has aggressively conducted initiatives to
contribute to future growth, including enhancing its
therapeutic antibody engineering technologies, reinforcing its
drug discovery platform for the new modality of middle
molecule drugs, and commencing construction of Chugai Life
Science Park Yokohama. I believe that the succession plan we
developed over several years, centered on discussions by the

Nevertheless, the operating environment of the medical and
pharmaceutical industry is severe, with the trend toward
reductions in drug prices worldwide, intensifying global
competition in drug creation and rapidly rising costs. With
greater changes expected in this environment from the
disruptive technologies of AI and the Internet of Things, we are
entering an era where the common practices and conventions
of old no longer apply. The very structure of the industry is also
likely to change. Under these circumstances, we must continue
to create shared value with society to contribute to its
sustainable development in the course of our growth. Even
amid uncertain conditions, I am sure that Chugai will continue
to create value under a management system capable of speedy
decision-making.
Actually, I believe Chugai is an innovative company that has
been highly responsive to change, including its commitment to
drug discovery of first-in-class products and its proactive efforts
for industry-academia cooperation. Looking back over our
history, we have made decisions that laid the foundation for the
Chugai of today, including those made in times of difficulty,
such as business structure reforms that achieved a shift to the
prescription drug business, and our pioneering focus on
biopharmaceuticals. The entire Company has worked together
to take on unprecedented challenges that have included largescale investment in therapeutic antibody drug discovery,
ensuring the success of the strategic alliance with Roche and
taking the initiative to build a new scheme for industryacademia cooperation with the Osaka University Immunology
Frontier Research Center (IFReC) from the basic research stage.
Even in a rapidly changing operating environment, I expect
Chugai to continue to contribute to patients and society as an
innovation-driven healthcare industry leader.
I hope that you will continue to look forward to great things
from Chugai.
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In addition, we have examined and
reviewed support for a series of external
international initiatives. In February 2020,
we announced our support for the
recommendations of the Task Force on
Climate-related Financial Disclosures
(TCFD). Decisions on matters relating
to climate change are overseen and
deliberated by the EHS Committee, with
final decisions made by the Executive
Committee.

Change in Representative Directors
in 2020
At a meeting held after the close of the
General Meeting of Shareholders on
March 30, 2020, the Board of Directors
approved a change in representative
directors. Former President Tatsuro Kosaka

was appointed Representative Director
and Chairman, retaining the concurrent
position of CEO, and former Executive
Vice President Osamu Okuda was
appointed Representative Director,
President and COO. Regarding the change,
the Appointment Committee (chaired by
an outside director) had been discussing a
succession plan for a smooth generational
change of the management team. Osamu
Nagayama, who has led Chugai for many
years, retired from the Board of Directors
and was appointed Senior Advisor,
Honorary Chairman under a newly
established special advisory system.

the operating environment for healthcare
has changed significantly, with stricter
policies to contain healthcare costs in
Japan and overseas, the emergence of
new technologies in the life science and
digital fields, and other factors, necessitating
speedier decision-making in all aspects of
management. As a result of this personnel
change, the CEO will handle important
issues related to Company-wide
management strategies, and the COO
will handle individual policy issues
regarding the execution of business,
thereby resulting in faster, more precise
decision-making for the entire Company.

Since Mr. Kosaka was appointed CEO in
March 2018, Chugai has been building a
system for cooperation to continuously
generate innovation. At the same time,

Reinforcement of the PDCA Cycle (Items Revised in 2019)
Based on the belief that constantly
implementing the PDCA cycle to
improve corporate governance is
essential, Chugai has focused on
evaluation of the effectiveness of the
Board of Directors and improvement
activities based on evaluation results
since 2015.
As its process for evaluating effectiveness
up to 2018, Chugai conducted a selfassessment survey in January every year
for directors and Audit & Supervisory
Board members who were in office during
the applicable period, and discussed the
results after receiving reports from the
Secretariat for the Board of Directors.
Based on the advice of external experts,
the Secretariat for the Board of Directors
prepared the survey, collected the

directors’ responses and reported the
results to the Board of Directors after
having them aggregated and analyzed by
the external experts.

Results and Progress in 2019
Ensuring greater diversity of the Board of
Directors and providing more information
to outside directors and outside Audit &
Supervisory Board members were
identified as items for improvement from
an analysis of 2018 results. In response, in
2019 we examined how to ensure diversity
and endeavored to provide information in
ways such as holding briefings on business
in forums other than Board of Directors
meetings, and holding Board of Directors
meetings and site tours at business sites
the Board had not previously visited.

Starting with the 2019 effectiveness
evaluation, to further enhance outside
perspectives and objectivity, we have
changed from the former aggregation,
evaluation and analysis by external experts
based on self-assessment to the method
shown below. Under this method, external
experts act as third-party evaluators to
analyze the grounds for self-assessment,
the rationality of the logic leading to the
results of self-assessments and other
matters, then conduct individual interviews
for a comprehensive evaluation, and report
issues and effective countermeasures to
the Board of Directors.

Process for Evaluating the Effectiveness of the Board of Directors
January
Directors and
Audit & Supervisory
Board Members

All directors and Audit & Supervisory Board
members take self-assessment survey

External Experts
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February

CHUGAI PHARMACEUTICAL CO., LTD.

March
Follow-up
interviews for
detailed
explanations

Analyze individual results of self-assessment
survey and conduct individual interviews

April
Deliberate
evaluation results

Prepare
comprehensive
evaluation and
identify issues

May
Identify items for
improvement and
consider methods
for improvement
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Status of Improvements Identified through Evaluation of the Effectiveness of the Board of Directors
Main Items for Improvement

Main New Initiatives Implemented after Analysis and Evaluation

2016

• Review structure of self-evaluation survey and answer options
• Assiduously provide materials for Board of Directors meetings at least four
business days prior to the event
• Enhance content of reports provided to Board of Directors and make materials
easily understood

• Began providing information on industry environment trends and other information
to outside directors in a CEO message at the beginning of the Board of Directors
meetings
• Provided Board of Directors meeting schedule for the coming year at an early date
• Implemented factory tours

2017

• Change the procedure for providing materials to outside ofﬁcers
• Enhance topics for reports to the Board of Directors

• Held lectures (information on trends of general shareholders meetings) by
external experts (attorneys)

2018

• Conduct prior and additional explanations on agenda items with complex content
such as governance and legal matters

• Issued the Chugai IR Activities Report to outside ofﬁcers (every quarter)
• Provided a glossary of technical terms, abbreviations and the like to outside ofﬁcers

2019

• Ensure greater diversity of the Board of Directors
• Provide more information to outside directors and outside Audit & Supervisory
Board members

• Deliberation by the Appointment Committee
• Convened a Board of Directors meeting and conducted a tour at the Fujieda Plant
• Held briefings on departmental operations

Enhancing the Effectiveness of Governance
(Message from an Outside Director)
Chugai is a company with a “parent-child listing” arrangement (a publicly listed
subsidiary of a publicly listed parent), with Roche owning about 60 percent of Chugai’s
shares. The key points in this arrangement with Roche are how to protect the rights
of minority shareholders and how to continue finding meaning in a relationship of
this kind. The unique, win-win business model has worked effectively so far, but
continuing to increase corporate value by developing the model in a rapidly changing
environment will not be easy.

Masayuki Oku
Independent Outside Director
Outside Director of Komatsu Ltd.
Outside Director of Rengo Co., Ltd.
Outside Director of The Royal Hotel, Ltd.
Outside Auditor of Nankai Electric Railway
Co., Ltd.
Non-Executive Director of The Bank of East
Asia (China)

In governance, we must take these characteristics and challenges into account. We
outside directors in particular must act as spokespersons for minority shareholders
by supervising management while supporting and encouraging value creation by
executive directors. Speaking in generalizations and requesting rationales for
decisions are not enough. As outside directors, we must deploy our collective
experience to prepare the way for value creation.
To establish Chugai’s unique style of governance, the Board of Directors focuses
on enhancing its effectiveness. For example, my suggestions in effectiveness
assessments have been adopted immediately, including starting off meetings with a
CEO message in which information such as trends in the industry environment and
strategic direction is shared with outside directors, and conducting factory tours to
give outside directors a better sense of frontline operations. Information is shared
early with directors, and board meetings have become forums for discussion and
debate rather than simply reporting and voting. Also, successor development is being
systematically carried out, as illustrated by the recent appointment of the new president.
One remaining issue to address is diversity. Promotion of women in the workplace is
an area where Chugai clearly lags behind companies at the global level. In addition to
appointing female outside directors and Audit & Supervisory Board members, it is
important to increase the number of women in all executive positions. This may take
time, but Chugai firmly believes diversity accelerates innovation, so I am confident
that it will make greater efforts in this area.

Annual Report 2019

63

Introduction of Outside Perspectives
To reflect diverse stakeholder viewpoints
in business decisions, Chugai actively
takes measures to obtain outside
perspectives under the basic management
policy of creating shared value. These
measures include nominating outside
directors and outside Audit & Supervisory
Board members, enhancing support for
outside officers, and establishing a council
made up of domestic and overseas
specialists.

Chugai International Council (CIC)
To respond accurately to changes in the
global business environment and conduct
international business in an appropriate
manner, Chugai works to further enhance
decision-making by operating the Chugai
International Council (CIC), which is
composed of Japanese and international
professionals from various sectors. Of the
current 10 council members, including
the CIC Chair, one is a woman and one
is Japanese.

Support System for Outside Directors
and Outside Audit & Supervisory
Board Members
Secretarial Department staff provide
support for outside directors. Managers
including the Head of the Corporate
Planning Department provide, as needed,
reports on major changes in the operating
environment and advance explanation of
particular items. The Office of Audit &
Supervisory Board Members is
responsible for supporting the activities
of Audit & Supervisory Board members
in ways such as conveying internal
information and providing materials for
board meetings in advance.
In addition, Chugai invigorates the
deliberations of the Board of Directors by
preparing materials containing adequate
information relevant to agenda items and
distributing them to outside directors
and outside Audit & Supervisory Board
members well in advance of meetings.
Chugai also provides additional information
required by outside directors and outside
Audit & Supervisory Board members and

Chugai International Council
Composition
CIC Chair
• Henry L. Nordhoff (U.S.)
Former Chairman of the Board, Gen-Probe, Inc.

CIC Members
• Virginia Bottomley (U.K.)
Former Health Secretary of the U.K.
• William M. Burns (U.K.)
Former Chief Executive Officer of the Pharmaceuticals
Division, F. Hoffmann-La Roche Ltd
• Andrew von Eschenbach (U.S.)
Former Commissioner of the U.S. Food and Drug
Administration
• Victor Halberstadt (Netherlands)
Professor, Leiden University
• Andre Hoffmann (Switzerland)
Vice Chairman, Roche Holding Ltd.
• Franz B. Humer (Switzerland)
Former Chairman, Diageo plc
Former Chairman, Roche Holding Ltd.
• Robert A. Ingram (U.S.)
Former Vice Chairman of Pharmaceuticals,
GlaxoSmithKline plc
• Arnold J. Levine (U.S.)
Professor Emeritus at the Institute for Advanced
Study, Princeton University
Discoverer of the p53 cancer suppressor protein

• Sonosuke Kadonaga (Japan)
President, Intrinsics

Director Roles and Expertise in 2020
Expertise of Non-Executive and Independent Outside Directors
Roles and
Responsibilities

Executive
Directors

Independent
Outside
Directors

NonExecutive
Directors
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Name

Committees

Corporate International Organizational
Medicine Pharmaceuticals
Management Operations Management

Board of
Directors
Meeting
Attendance
in 2019

Representative Director,
Chairman & CEO
Chairman of the Board
of Directors

Tatsuro Kosaka

Chairman of the Board of
Directors
Appointment Committee

9 of 9

Representative Director,
Deputy Chairman
In charge of Sustainability
Dept., Audit Dept.

Motoo Ueno

Board of Directors

9 of 9

Representative Director,
President & COO

Dr. Osamu Okuda

Board of Directors

—

Director

Masayuki Oku

Board of Directors
Chairman of Appointment
Committee
Compensation Committee

●

●

●

9 of 9

Director

Yoichiro Ichimaru

Board of Directors
Appointment Committee

●

●

●

9 of 9

Director

Mariko Momoi

Board of Directors

Director

Dr. Christoph
Franz

Board of Directors
Compensation Committee

●

●

●

●

9 of 9

Director

William N.
Anderson

Board of Directors
Appointment Committee
Chairman of Compensation
Committee

●

●

●

●

7 of 7

Director

Dr. James H.
Sabry

Board of Directors

●

●

●

●

6 of 7
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●

—

●
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takes advantage of opportunities to provide
advance explanation.

Results and Progress in 2019
At its meeting in November 2019, the
CIC’s agenda included discussion of topics
such as medium- to long-term global
megatrends that merit close attention,

Chugai’s business opportunities and risks,
and changes in medicine resulting from
advances in digital technology, as well as a
review of mid-term business plan IBI 21.
In addition, Chugai adopted the creation of
shared value as its basic management
policy in 2019. Consequently, with the
involvement of executive directors and key

executive officers, Chugai has been
holding discussions on strengthening
sustainable platforms with the Chugai
Sustainability Advisory Committee, which
consists of external experts, and on issues
including corporate governance and support
and design of scenarios for external
international initiatives with external
specialist consultants.

Relationship with Roche and Securing the Rights and Equality of Shareholders
Roche, the parent company of Chugai, holds
59.89 percent of Chugai’s outstanding
shares based on the strategic alliance
agreement between the two companies.
Roche and Chugai have agreed to
cooperate in maintaining the listing of
Chugai’s common stock on the First
Section of the Tokyo Stock Exchange.3
The aim of this alliance is to establish a
new business model that differs from

conventional corporate acquisitions and
joint ventures. Although Roche Holding
Ltd. includes Chugai in its consolidated
accounts, Chugai functions as an
independent listed company and makes all
of its own management decisions based
on the principle of self-governance. Chugai
believes that autonomy and diversity are
key to generating innovation, that
maintaining its independent management
brings diversity to the Roche Group, and

that the pharmaceuticals it creates as a
result contribute to all stakeholders,
including patients and minority shareholders.
Chugai recognizes that the various
benefits from being listed on the First
Section of the Tokyo Stock Exchange –
such as its solid credit rating, flexible
fund procurement, name recognition and
social presence – are supported by the
understanding of shareholders other
than Roche, i.e., minority shareholders and

Chugai and Roche are well positioned in an
intensely competitive environment to maximize
value creation for the benefit of all stakeholders.

Dr. Severin Schwan
Roche Group CEO

It is exciting to see the important medical advances we are bringing to millions of
patients with difficult to treat diseases in Japan and globally through the strategic
alliance between Chugai and Roche. We have a truly win-win partnership that
successfully leverages our respective strengths. The relationship is anchored firmly in
a mutually beneficial business model. Although Roche is the majority shareholder,
Chugai maintains its Japanese culture and identity and is managed autonomously,
yet closely coordinated with Roche. This approach fosters self-reliance and an
entrepreneurial spirit at Chugai that drives innovation in research and drug discovery.
Roche’s global organization delivers Chugai’s breakthrough medicines such as
Actemra, Alecensa, and Hemlibra to patients around the world, whilst Chugai brings
Roche’s medicines to Japanese patients.
Today, disruptive technology, coupled with advances in life sciences, are altering the
way we work and search for innovative solutions, and competition grows more
intense every year. I am confident, however, that our focus on science and innovation,
combined with the strengths of our strategic alliance will enable Chugai and the
Roche Group to become faster and more agile in maximizing value creation for the
benefit of patients globally and ultimately for all our stakeholders, including minority
shareholders.
The appointment of Tatsuro Kosaka as Chairman & CEO and Osamu Okuda as
President & COO places the transition to a new generation of strong leaders to further
build on Chugai’s outstanding record of achievements. Together we will continue to
create and deliver breakthrough innovations that bring new hope to millions of
patients worldwide.
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investors who are potential shareholders.
That is why in its business dealings with
the Roche Group, Chugai conducts all
transactions fairly using third-party prices
to protect the interests of minority
shareholders, and is working to gain
their trust.
Chugai believes that securing substantially
equal treatment of shareholders is very

important. We therefore emphasize giving
due consideration to minority and foreign
shareholders and to maintaining an
environment that allows them to exercise
their rights. Therefore, recognizing that
business plans are a commitment to
shareholders, Chugai promotes the
disclosure of a variety of information and
constructive dialogue with shareholders
and investors. Directors and executive

Restrictions on Roche’s Shareholding

officers make every reasonable effort to
meet requests for interviews from
shareholders and investors.

Results and Progress in 2019
Following the announcement that Chugai
will place greater emphasis on dialogue
with stakeholders under IBI 21, we held an
ESG meeting for investors for the first
time in 2019 and increased opportunities
for dialogue involving directors and
executive officers.
▶ See “Communication with Shareholders, Investors
and Other Stakeholders” on page 68.

Period

Maximum Shareholding

Oct. 1, 2002 – Sep. 30, 2007

50.1%

Oct. 1, 2007 – Sep. 30, 2012

59.9%

Oct. 1, 2012 and thereafter

Cooperate in maintaining Chugai’s listing

3. The Tokyo Stock Exchange requires delisting if the
ratio of tradeable shares to listed shares is less than
5 percent.

Officer Remuneration That Emphasizes Linkage with Performance and Stock Price
Chugai has designed its remuneration plan
for directors and Audit & Supervisory
Board members to attract outstanding
people and appropriately motivate them in
order to continuously increase the Chugai
Group’s corporate value.
As part of this plan, we target marketcompetitive levels of remuneration.
Executive director remuneration is
determined by benchmarking levels
against a group of major Japanese
corporations and other domestic
pharmaceutical companies. Specifically, the
Board of Directors decides remuneration
levels annually after deliberation by the
Compensation Committee based on the
results of a survey by an external expert
organization and other factors.
In order to further clarify the link between
remuneration and the Company’s business
performance and shareholder value, and

to raise directors’ ambition and motivate
them to improve performance, executive
director remuneration consists of bonuses
paid according to performance and other
factors in each fiscal year as a short-term
incentive and restricted stock compensation
linked to medium- and long-term performance
(tenure-based and performance-based) as
a long-term incentive, in addition to fixed
regular compensation. Remuneration of
non-executive directors, including outside
directors, and Audit & Supervisory Board
members consists solely of fixed regular
compensation. The guideline for the
composition of CEO remuneration is 35
percent regular compensation, 30 percent
bonuses and 35 percent restricted stock
compensation, and the composition for
other executive directors is determined in
consideration of duties and other factors.
https://www.chugai-pharm.co.jp/english/ir/share/
agm/files/200227eChugai_109thAGM_Convo.
pdf#page=21

Bonuses, which are a short-term incentive,
are determined by multiplying the standard
amount set for each position by an
evaluation coefficient corresponding to
the degree of achievement of Company
and individual performance targets in the
previous fiscal year. For restricted stock
compensation granted as a long-term
incentive, 50 percent is tenure-based
restricted stock with a transfer restriction
period of three to five years, and 50
percent is performance-based restricted
stock. The number of shares to be granted
is determined by dividing the standard
amount set for each position by the closing
price of the Company’s shares on the day
before the resolution for their allotment
by the Board of Directors. The transfer
restriction shall be removed at the expiration
of the transfer restriction period for the
shares granted, provided that the recipient
has held the position of director of the
Company continuously during the transfer

System for Remuneration of Directors and Audit & Supervisory Board Members
Eligible Officers

Fixed Regular
Compensation

Performancebased
Remuneration
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Payment
Method

Executive
Directors

Non-executive
Directors (including
Outside Directors)

Audit &
Supervisory
Board Members

Regular Compensation

●

●

●

Paid according to position and
other factors

Bonuses

●

—

—

Paid according to performance in
each fiscal year

Yearly
(Cash)

Tenure-based
Restricted Stock

●

—

—

Paid according to fixed length of
service

Yearly
(Common stock)

Performance-based
Restricted Stock

●

—

—

Paid according to performance over
fixed period in addition to above

Yearly
(Common stock)

Type of Remuneration

Long-term
Incentive
(Stock-based
Compensation)

CHUGAI PHARMACEUTICAL CO., LTD.

Payment Criteria

Monthly
(Cash)
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restriction period. For performance-based
restricted stock, the number of shares
for which the transfer restriction shall be
removed is additionally based on the
result of a comparison between the
total shareholder returns of domestic
pharmaceutical companies and total
shareholder returns of the Company.

Criteria for Performance-Based Remuneration and the Method to Determine Its Amount

Officer remuneration is determined by
resolution of the Board of Directors for
directors and following deliberation by the
Audit & Supervisory Board members for
Audit & Supervisory Board members, both
within the total amounts approved at the
General Meeting of Shareholders. The
Compensation Committee, which consists
of three or more external members
appointed by the Board of Directors,

Type of Remuneration

Indicators and Evaluation Methods

Bonuses

• Comprehensive evaluation is based on degree of achievement of factors including
Core operating profit, revenues, R&D performance and Company-wide tasks in the
previous fiscal year
• After deliberation by the Compensation Committee, the amount paid is
determined by the Board of Directors within a range of 0% to 200% of the
standard amount

Tenure-Based

• Continuous service during the transfer restriction period

PerformanceBased

• Determination of the number of shares for which transfer restrictions are to be
removed is based on the result of a comparison between the total shareholder
returns of domestic pharmaceutical companies and total shareholder returns of
the Company, in addition to the condition of continuous service
• Evaluation period for total shareholder returns is three fiscal years
• Removal of transfer restrictions is within a range of 0% to 100% of allotted shares

Restricted
Stock
Compensation

including at least one independent outside
director, deliberates on remuneration of
individual directors to ensure the

transparency and objectivity of the
determination process.

Results in 2019: Amount of Remuneration Paid to Directors and Audit & Supervisory Board Members
Total
Remuneration,
etc.
(Millions of yen)

Position

Directors (Excluding Outside Directors)
Outside Directors
Total

Total Amount by Type of Remuneration, etc. (Millions of yen)
Regular
Remuneration

Bonuses

Restricted Stock Compensation
Tenure-Based

Performance-Based

Number of
Eligible
Officers

552

254

136

86

76

3

43

43

—

—

—

3

596

433

162

6

Audit & Supervisory Board Members (Excluding
Outside Audit & Supervisory Board Members)

63

63

—

—

—

3

Outside Audit & Supervisory Board
Members

33

33

—

—

—

3

Total

96

96

1. Amounts are rounded to the nearest million yen.
2. The table above includes one Audit & Supervisory Board Member who retired
during 2019, and two directors and one Audit & Supervisory Board member who
retired at the conclusion of the Ordinary General Meeting of Shareholders on March
30, 2020.
3. The amounts of “restricted stock compensation (tenure-based and performancebased)” shown in the table above are the amounts that were posted as expenses
for the fiscal year under review as each respective restricted stock compensation.

—

6

4. In addition to the above total remuneration, the following is provided as retirement
benefits for directors from the time of inauguration to the termination of the
retirement benefits system as follows.
Retired director (internal): One person, ¥498 million

Results in 2019: Amount of Remuneration Paid to Representative Directors
Total Consolidated Remuneration, etc. by Type (Millions of yen)
Tenure-Based

Performance-Based

Consolidated
Remuneration Total
(Millions of yen)

126

37

17

31

211

Motoo Ueno

58

30

26

19

132

Tatsuro Kosaka

71

69

43

26

209

Name

Osamu Nagayama

Regular
Remuneration

Bonuses

Restricted Stock Compensation

1. Amounts are rounded to the nearest million yen.
2. Other than the representative directors in the table above, no director or Audit & Supervisory Board member received total remuneration of more than ¥100 million.
3. Osamu Nagayama retired at the conclusion of the Annual General Meeting of Shareholders on March 30, 2020, and has been paid ¥498 million as retirement benefits.

Risk Management
Chugai views risk management as a
priority issue pertaining to the Company’s
core operations and strives to promote the
evolution of risk management on a day-to-

day basis. For its risk management
system, Chugai has established Risk
Management Regulations based on its
Risk Management Policy to prevent the

materialization of risks that could affect the
Company’s business activities, as well as
to ensure prompt and appropriate handling
of any problems that arise. We have also
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established the Risk Management
Committee, which is a corporate
management committee chaired by a
representative director, as well as division
risk management committees in each
division and at subsidiaries in Japan and
overseas. The Risk Management Committee
monitors and evaluates risk management
at each division with a Company-wide
perspective, identifies risks that may have
a material impact on management as
Group-wide risk issues, and submits
progress reports on Company- wide

measures to the Executive Committee.
Division risk management committees
create and quantitatively evaluate risk
maps that identify the risks in the
respective divisions. To address priority
risks, the division risk management
committees draw up annual response
plans for priority risks and submit quarterly
reports on the progress of the plans to the
Risk Management Committee.

To effectively comprehend and analyze
Group-wide risk information, Chugai
developed an original risk management
system and began implementing it globally
in 2019. Using the database for centralized
management, divisions can record their
risk maps and annual risk response plans.
This enables us to analyze risks for the
Group as a whole, and monitor
countermeasures at each division.

▶ See “Business Risks” on page 124.

Chugai and Compliance
Rooted in its belief that corporate ethics
take priority over profit, Chugai places
paramount importance on respect for
life, and strives for fair and transparent
corporate activities based on high ethical
standards, along with sincere scientific
initiatives.
Chugai strictly complies with laws,
regulations and voluntary industry
standards and proactively takes part in
the compliance activities of various
associations and organizations. Chugai
has also established its own guidelines
for transparency, helping to ensure a high
level of ethics, morality and transparency
in its various business activities including
collaboration with medical institutions and
other parties and cooperation with patient
groups.
In response to the external environment
and the diversification of our business
activities, we consolidated oversight
functions for compliance promotion for
the whole Chugai Group, including
overseas subsidiaries, and established the
Compliance Committee as a corporate
management committee, thereby creating
a compliance system linked more directly
to management. At the same time, we
established compliance oversight functions
(Sustainability Department, Quality &
Regulatory Compliance Unit) to monitor,
lead and support compliance of the Chugai
Group, including overseas subsidiaries.
We conduct monitoring surveys every six
months and improvement activities for all
organizations, and enhance compliance
education through training programs. In
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addition, each division appoints a
Compliance Manager and Compliance
Officer who work to ensure thorough
legal compliance in the workplace.
The internal and external consultation
desks have been established to receive
inquiries and reports from Chugai Group
employees concerning laws, Company
rules, the Chugai Group Code of Conduct
and other related matters.
Chugai‘s Transparency Guidelines
* https://www.chugai-pharm.co.jp/english/
sustainability/transparency/

Communication with Shareholders,
Investors and Other Stakeholders
To receive fair valuation in capital markets,
Chugai has a policy of conducting timely,
appropriate and fair disclosure of information
to shareholders and investors in accordance
with laws and regulations. As one aspect
of ensuring transparency, we provide easy
access to the information we disclose by
making it available in Japanese and English.
To engage more proactively in discussions
with our shareholders and investors, in
2019 we conducted briefings on ESG and
R&D, topics of great interest to investors.
We also give quarterly briefings on financial
results and hold conference calls and
investor meetings. We provide production
site tours and briefings for individual
shareholders and investors; senior
management conducts visits to overseas
institutional investors; and the CEO holds
informal discussions with investors and
analysts as an opportunity to speak directly
in small groups.

Moreover, we emphasize proactive and
straightforward communication of
information in order to gain the support
and trust of a wide range of stakeholders.
Chugai takes an active approach to media
relations through press releases, various
types of information meetings and
informal discussions with management.
We also use our website and a variety of
other tools to promote understanding
among the general public of the broad
range of activities through which our
businesses contribute to healthcare, the
environment, human rights, society, human
resource development and other areas.

Main Initiatives and Progress in 2019
• Media and IR information events: 25
• Meetings held with security analysts and
institutional investors worldwide: 376
analysts and investors
• Briefings for individual investors and
shareholders: 8
• Attendees at the General Meeting of
Shareholders: 387
• Second Prize, Nikkei Annual Report
Awards 2019
• Prize for Excellence in Integrated
Reporting, 7th WICI Japan Award for
Excellence in Integrated Reporting
• 3rd place, Pharmaceuticals Category,
2019 Awards for Excellence in Corporate
Disclosure, The Securities Analysts
Association of Japan
• 2nd place, Best IR Programs. (sell-side),
The 2019 All-Japan Executive Team
Rankings, Institutional Investor magazine
• Renewed Sustainability website

Corporate Governance

Message from an Outside Audit & Supervisory Board Member

I conduct audits with an awareness of
the significance of the agency’s existence
for the citizens of Japan, who are its
stakeholders.
In light of my experience in the fields of
research and management, I view my
role as, simply put, to audit the business
risks involved in achieving sustainable
improvement in corporate value. I will work
to closely examine these risks and express
my opinions to the executive members.

Emphasis on Social Value, Human
Resource Management and Drug
Discovery
Dr. Yuko Maeda
Outside Audit & Supervisory Board Member

Director, CellBank Corp.
Auditor (Part-time), Japan Agency for
Marine-Earth Science and Technology

Auditing the Risks Involved in
Improving Corporate Value over
the Medium to Long Term
I was appointed as an independent outside
Audit & Supervisory Board member in
March 2019. I am very honored to take up
this position at Chugai, an industry leader.
Now that diversity in management teams
is being emphasized, the fact that I am a
woman was perhaps a major factor in my
selection. However, in order meet the
expectations of shareholders, investors
and other stakeholders, I must perform
audits that contribute to raising Chugai’s
corporate value. As two other outside
members with extensive skills and
experience in law and accounting are
charged with the responsibility of
auditing those areas, as a person with
a background in the field of technology
I believe my duty is to leverage my own
experience to help strengthen Chugai’s
corporate governance.
I have worked in research and new
business startup roles at a manufacturing
company, accumulated experience in
supervising sustainability and conducted
management as an executive officer. My
other positions have included director of
the technology transfer center at a national
medical university, as well as establishing
and operating a network for collaboration
between industry and academia. At present,
I serve as an Auditor (part-time) at the
non-profit Japan Agency for Marine-Earth
Science and Technology (JAMSTEC), a
position equivalent to Audit & Supervisory
Board member at a private-sector company.

Specifically, my audits currently focus on
three main points that are issues for Chugai.
The first is social value. At JAMSTEC, I
conduct audits with a focus on the value
of the agency’s existence to society. As an
industry leader, Chugai should also continue
to create value for society while collaborating
with other organizations and companies.
Audits taking into account Chugai’s
responsibilities to patients, healthcare,
society and other parties are essential.
The second is human resource management.
Generating results at a higher level is not
easy for a leading company that sets its
own targets rather than following in
others’ footsteps, and to that end, its
organizational culture and human resource
strategy are extremely important. I am
emphasizing audits from the standpoint of
whether workplaces allow employees to
take charge of their own growth, maintain
good physical and mental health and have a
sense of fulfillment.
The third is drug discovery. To maintain its
win-win relationship with Roche, Chugai
must continuously create innovative drugs.
Applying my experience in research, I intend
to closely examine the risks Chugai faces
in generating ongoing innovation, including
in areas such as resource allocation and
speed sensitivity.
As an outside Audit & Supervisory Board
member, I intend to proactively visit
workplaces and concentrate on auditing
that fully utilizes my technical background
to help Chugai achieve sustainable
improvement in corporate value.
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Board of Directors, Audit & Supervisory Board and
Executive Committee Members
(As of April 1, 2020)

Representative Directors

Tatsuro Kosaka

Motoo Ueno

Dr. Osamu Okuda

Representative Director, Chairman & CEO
Outside Director of Asahi Group Holdings, Ltd.

Representative Director, Deputy Chairman
In charge of Sustainability Dept., Audit Dept.

Representative Director, President & COO

Executive Director

Executive Director

Executive Director

(Shares of the Company owned: 46,430 shares)
1976 Joined the Company
1995 Deputy President of Chugai Pharma Europe Ltd. (U.K.)
2000 General Manager of Business Strategy Planning Office
2002 Vice President, General Manager of Corporate Planning Dept.
2004 Senior Vice President, General Manager of Corporate
Planning Dept.
2005 Senior Vice President, Deputy Managing Director of Sales &
Marketing Group
Senior Vice President, Head of Strategic Marketing Unit
2008 Senior Vice President, Head of Lifecycle Management &
Marketing Unit
2010 Director, Executive Vice President
2012 Representative Director, President & COO
2016 Outside Director of Asahi Group Holdings, Ltd. (to present)
2018 Representative Director, President & CEO (to present)
2020 Representative Director, Chairman & CEO (to present)

(Shares of the Company owned: 9,883 shares)
1987 Joined the Company
2008 Department Manager of Lifecycle Management Dept. II
2009 Department Manager and Lifecycle Leader of Lifecycle
Management Dept. II
2011 President of Roche Products (Ireland) Limited
2013 General Manager of Oncology Unit, Marketing & Sales Div. of
the Company
2014 Executive Officer, General Manager of Oncology Unit,
Marketing & Sales Div. of the Company
2015 Executive Officer, General Manager of Corporate Planning
Dept. of the Company
2017 Executive Vice President, General Manager of Corporate
Planning Dept. of the Company
2018 Executive Vice President, Co-Head of Project & Lifecycle
Management Unit
2020 Representative Director, President & COO (to present)

(Shares of the Company owned: 817,174 shares)
1984 Joined the Company
1991 General Manager of London Representative Office
1993 Director
1994 Director, General Manager of Medical Information Div.
1995 Director, General Manager of Clinical Research &
Development Division
1996 Director, Deputy General Manager of Research &
Development Division
1997 Director, Senior Vice President
1998 Senior Vice President
2000 Director, Senior Vice President
2002 Director, Deputy President
2003 Director, Deputy President, Vice President
2004 Representative Director, Deputy President
2006 Representative Director, President of Chugai Pharma
Manufacturing Co., Ltd.
2012 Representative Director, Deputy Chairman (to present)

Non-Executive Directors

1

2

3

4

5

6

Audit & Supervisory Board Members

7
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8

9

10

11

Corporate Governance

Non-Executive Directors
Masayuki Oku
Outside Director of Komatsu Ltd.
Outside Director of Rengo Co., Ltd.
Outside Director of The Royal Hotel, Ltd.
Outside Auditor of Nankai Electric Railway Co., Ltd.
Non-Executive Director of The Bank of East Asia (China)
Outside

1968
1994
1998
1999
2001

2002
2003
2005
2015
2017
2019

Independent

Joined The Sumitomo Bank, Ltd. (“SB”)
Director of SB
Managing Director of SB
Managing Director and Managing Executive Officer of SB
Senior Managing Director and Senior Managing Executive
Officer of SB
Senior Managing Director and Senior Managing Executive
Officer of Sumitomo Mitsui Banking Corporation (“SMBC”)
Senior Managing Director of Sumitomo Mitsui Financial
Group, Inc. (“SMFG”)
Deputy President and Executive Officer of SMBC
Chairman of SMFG
President and Chief Executive Officer of SMBC
Director of the Company (to present)
Director of SMFG
Honorary Advisor of SMFG (to present)
Outside Director of Rengo Co., Ltd. (to present)
Outside Director of The Royal Hotel, Ltd. (to present)

Yoichiro Ichimaru
Senior Advisor of Aioi Nissay Dowa Insurance Co., Ltd.
Outside Director of Seino Holdings Co., Ltd.
Outside

Independent

1971 Joined Toyota Motor Sales Co., Ltd.
2001 Member of the Board of Directors of Toyota Motor Corporation
(“TMC”)
2003 Managing Executive Officer of TMC
2005 Senior Managing Director of TMC
2009 Representative Director, Executive Vice President of TMC
Corporate Auditor of Aioi Insurance Co., Ltd.
2010 Corporate Auditor of Aioi Nissay Dowa Insurance Co., Ltd.
2011 Senior Corporate Auditor of TMC
2015 Executive Advisor of TMC
Representative Director, Chairman of Aioi Nissay Dowa
Insurance Co., Ltd.
2017 Director of the Company (to present)
Senior Advisor of Aioi Nissay Dowa Insurance Co., Ltd.
(to present)
2019 Outside Director of Seino Holdings Co., Ltd. (to present)

Dr. Mariko Y Momoi
Chief Medical Officer of Ryoumou Seishi Ryogoen, Kiryu Ryoiku
Futabakai Social Welfare Corporation
Professor Emeritus of Jichi Medical University
Visiting Professor of School of Medicine, Shinshu University
Regent of Tokyo Medical University (part-time)
Outside

1994
2006
2010
2012
2013
2014
2015
2017
2018
2020

Independent

Head of Department of Pediatrics, Jichi Medical University
Director of Jichi Children’s Medical Center Tochigi
Dean of School of Medicine, Jichi Medical University
Visiting Professor of School of Medicine, Shinshu University
(to present)
Professor Emeritus of Jichi Medical University (to present)
Vice President of International University of Health and
Welfare
Director of Japanese Medical Specialty Board (part-time)
Vice President of International University of Health and
Welfare and Head of IUHW Hospital
Chief Medical Officer of Ryoumou Seishi Ryogoen, Kiryu
Ryoiku Futabakai Social Welfare Corporation (to present)
Regent of Tokyo Medical University (part-time) (to present)
Director of the Company (to present)

Dr. Christoph Franz
Chairman of the Board of Directors of Roche Holding Ltd.
Member of the Board of Directors of Zurich Insurance Group Ltd.
(Switzerland)
Member of the Board of Directors of Stadler Rail (Switzerland)
1990 Joined Deutsche Lufthansa AG
1994 Member of the Executive Board and CEO of Passenger
Transport Division of Deutsche Bahn AG
2004 CEO of Swiss International Air Lines AG
2009 Deputy Chairman of the Executive Board of Deutsche
Lufthansa AG
2011 Chairman of the Executive Board and CEO of Deutsche
Lufthansa AG
2014 Chairman of the Board of Directors of Roche Holding Ltd.
(to present)
2017 Director of the Company (to present)

William N. Anderson
CEO of Roche Pharmaceuticals and Member of the Roche Corporate
Executive Committee
1997 Joined Biogen Idec
1999 Managing Director, United Kingdom and Ireland of Biogen Idec
2001 Vice President of Finance, Business Planning of Biogen Idec
2004 Vice President and General Manager of Neurology
Business Unit of Biogen Idec
2006 Senior Vice President of Immunology & Ophthalmology
Business Unit of Genentech
2010 Senior Vice President of BioOncology Business
Unit of Genentech
2013 Head of Global Product Strategy, Chief Marketing Officer of Roche
2017 CEO of Genentech
2019 CEO of Roche Pharmaceuticals and Member of the Roche
Corporate Executive Committee (to present)
Director of the Company (to present)

Dr. James H. Sabry
Global Head of Roche Pharma Partnering and Member of the Roche
Enlarged Corporate Executive Committee
1997 Co-founder, President and CEO of Cytokinetics
2008 President and CEO of Arete Therapeutics
2010 Global Head and Vice President of Genentech Partnering
2013 Global Head and Senior Vice President of Genentech Partnering
2018 Global Head of Roche Pharma Partnering and Member of the
Roche Enlarged Corporate Executive Committee (to present)
2019 Director of the Company (to present)

Audit & Supervisory Board Members
Mamoru Togashi (Full-time)
(Shares of the Company owned: 1,841 shares)
1982 Joined the Company
2004 President, CBS Co., Ltd.
2006 General Manager of Corporate Communications Dept.
2009 General Manager of Human Resources
Management Dept.
2010 Vice President, General Manager of Human
Resources Supervisory Div. and General Manager
of Human Resources Management Dept.
2017 Audit & Supervisory Board Member (to present)

Atsushi Sato (Full-time)
(Shares of the Company owned: 907 shares)
1981 Joined the Company
2009 General Manager of Risk Management & Compliance Dept.
2011 General Manager of Corporate Social Responsibility Dept.
2015 General Manager of Corporate Social Responsibility Dept. and
General Affairs Dept.
General Manager of Corporate Social Responsibility Dept.
2016 Associate Vice President, General Manager of Corporate
Social Responsibility Dept.
2019 Associate Vice President
Audit & Supervisory Board Member (to present)

Independent

Independent officer pursuant to
Article 436-2 of the regulations of
Tokyo Stock Exchange, Inc.
Note: Non-executive directors and outside Audit &
Supervisory Board members do not own
Company shares.

Takaaki Nimura
Representative of Nimura Certified Public Accountant Office
Outside

1974
1980
1983
1989
1993
1997
2008
2010
2012
2016

Independent

Joined Arthur Young & Co., Tokyo Office
Seconded to Asahi & Co., Osaka Office
Seconded to Arthur Young & Co., Los Angeles Office
Partner, Asahi Shinwa & Co.
Joined Showa Ota & Co.
Senior Partner, Showa Ota & Co.
Executive Board Member, Ernst & Young ShinNihon LLC
Established Nimura Certified Public Accountant Office
Outside Director, Sony Corporation
Outside Audit & Supervisory Board Member of the Company
(to present)

Dr. Yuko Maeda
Director of CellBank Corp.
Auditor (Part-time) for Japan Agency for Marine-Earth Science
and Technology
Outside

Independent

1984 Joined Bridgestone Corporation
1998 CFO of BTR Power Systems Japan
2001 (Concurrent) Vice President of Tokyo University of Agriculture
and Technology TLO Co., Ltd.
2003 Director, Technology Transfer Center of Tokyo Medical and
Dental University
2009 Project Coordinator of Innovation Initiative Network Japan
(Concurrent) Visiting Professor of Tokyo Medical and Dental
University
2011 (Concurrent) Specially Appointed Professor of Kyoto
Prefectural University of Medicine
2013 Executive Officer of Bridgestone Corporation
2014 (Concurrent) Auditor of Japan Agency for Marine-Earth
Science and Technology (to present)
2017 Director of CellBank Corp. (to present)
2019 Outside Audit & Supervisory Board Member of the Company
(to present)

Kenichi Masuda
Partner of Anderson Mōri & Tomotsune
Outside Director of Bridgestone Corporation
Outside Corporate Auditor of LIFENET INSURANCE COMPANY
Outside Audit & Supervisory Board Member of Mercuria Investment
Co.,Ltd.
Visiting Professor of School of Law, The University of Tokyo
Outside

Independent

1988 Registered as an attorney-at-law (Daini Tokyo Bar Association)
Joined Anderson Mōri & Tomotsune
1993 Registered as an attorney-at-law in the state of New York
1997 Partner of Anderson Mōri & Tomotsune (to present)
2007 Outside Corporate Auditor of LIFENET INSURANCE COMPANY
(to present)
2010 Part-time Lecturer at School of Law, The University of Tokyo
2011 Outside Corporate Auditor of Bridgestone Corporation
2016 Outside Director of Bridgestone Corporation (to present)
2016 Outside Audit & Supervisory Board Member of Mercuria
Investment Co., Ltd. (to present)
2019 Visiting Professor of School of Law, The University of Tokyo
(to present)
2020 Outside Audit & Supervisory Board Member of the Company
(to present)
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Members of the Executive Committee and Enlarged Executive Committee Not on the Board of Directors (As of April 1, 2020)

1

2

3

4

6

7

8

9

Shinya Unno
Deputy President
Supervisory responsibility for Human Resources Management,
Human Capital Development, Legal, Intellectual Property,
General Affairs
In charge of General Affairs Dept.
EC

*

EEC

**

1999
2005
2006
2007
2010

Joined the Company
General Manager of Corporate Planning Dept.
Vice President and General Manager of Corporate Planning Dept.
Vice President and Deputy General Manager of Sales Div.
Senior Vice President, General Manager of Corporate Planning
Supervisory Div. and General Manager of Corporate Planning Dept.
2015 Senior Vice President, in charge of General Affairs and
Secretarial Dept.
2017 Executive Vice President and General Manager of Human
Resources Supervisory Div., in charge of General Affairs Dept.
and Secretarial Dept.
2020 Deputy President
Supervisory responsibility for Human Resources Management,
Human Capital Development, Legal, Intellectual Property, and
General Affairs
In charge of General Affairs Dept. (to present)

Toshiaki Itagaki
Executive Vice President & CFO
Supervisory responsibility for Finance & Accounting,
Corporate Communications, Purchasing, Digital Strategy,
and IT Solution
EC

EEC

1983
2007
2010
2012
2015
2018

Joined the Company
General Manager of Finance & Accounting Dept.
Department Manager of Planning & Research Dept.
Department Manager of Marketing & Sales Planning Dept.
Vice President, General Manager of Finance & Accounting Dept.
Executive Vice President & CFO, General Manager of Finance
Supervisory Div., General Manager of IT Supervisory Div. and
General Manager of Finance & Accounting Dept.
2020 Executive Vice President & CFO
Supervisory responsibility for Finance & Accounting, Corporate
Communication, Purchasing, Digital Strategy, and IT Solution
(to present)

Junichi Ebihara
Senior Vice President
Head of Legal Dept. and Intellectual Property Dept.
EEC

Dr. Hisafumi Okabe
Executive Vice President
Supervisory responsibility for Research and Translational
Research and Head of Translational Research Div.
EC

2014 Joined the Company; Senior Corporate Advisor
Vice President and General Manager of Legal Dept.
2017 Senior Vice President and General Manager of Legal Dept.
2019 Head of Legal Dept. and Intellectual Property Dept. (to present)

EEC

1991 Joined Nippon Roche K.K.
2002 Joined the Company; Department Manager of Pharmaceutical
Research Dept.
2007 Director, Forerunner Pharma Research Co., Ltd.
2009 Vice President and General Manager of Research Div. Head,
C&C Research Laboratories (Korea)
2012 Director and COO, Chugai Pharmabody Research Pte. Ltd.
(Singapore) (to present)
2016 Senior Vice President and General Manager of Research Div.
2018 Executive Vice President and Head of Translational Research
Div. (to present)

Dr. Yoshiaki Ohashi
Senior Vice President
Head of Quality & Regulatory Compliance Unit and Head of
Drug Safety Div.
EEC

1988
2004
2009
2011
2013
2015

Joined the Company
Department Manager, Quality & Regulatory Compliance Dept.
Department Manager, Drug Safety Coordination Dept.
Global PV Head (to present), Pharmacovigilance Manager
General Manager of Drug Safety Div.
Vice President, Head of Quality & Regulatory Compliance Unit,
Head of Drug Safety Div. and Pharmaceutical Officer
(to present)
2018 Senior Vice President, Head of Quality & Regulatory
Compliance Unit and Head of Drug Safety Div.
(to present)

5

Tetsuya Yamaguchi
Senior Vice President
Head of Corporate Planning Dept. and Head of Foundation
Medicine Unit
EEC

2004
2008
2010
2011
2012
2016
2020

Joined the Company
Department Manager of Planning & Research Dept.
Roche Dee Why Australia
Department Manager of Life Cycle Management Dept.-2
Department Manager of Business Development Dept.
Vice President, General Manager of Business Development Dept.
Executive Vice President, Head of Corporate Planning Dept.
and Head of Foundation Medicine Unit (to present)

Dr. Minoru Watanabe
Vice President
Head of Project & Lifecycle Management Unit
EEC

2007 Joined the Company
2011 Lifecycle Leader (Avastin) of Oncology Lifecycle Management
Dept.
2012 Department Manager of Oncology Lifecycle Management
Dept.
2015 Department Manager of R&D Portfolio Management Dept.
2017 General Manager of Research Div.
2018 Vice President, General Manager, Head of Corporate Planning
Dept. and Foundation Medicine Unit
2020 Vice President and Head of Project & Lifecycle Management
Unit (to present)

Dr. Hiroshi Murata
Vice President
Head of Pharmaceutical Technology Div.
EEC

1986
2008
2011
2012
2016
2018

Joined the Company
Department Manager of CMC Regulatory Affairs Dept.
Department Manager of CMC Development Dept.
Manager of Fujieda Plant, Chugai Pharma Manufacturing Co., Ltd.
General Manager of Pharmaceutical Technology Div.
Vice President and Head of Pharmaceutical Technology Div.
(to present)

Shinji Hidaka
Vice President
Head of Marketing & Sales Div.
EEC

* Executive Committee
** Enlarged Executive Committee
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1987 Joined Nippon Roche K.K.
2009 Department Manager of Oncology Marketing & Sales
Promotion
2011 Head of Oncology Unit
2013 Associate Vice President and Head of Primary Unit
2014 Vice President and Head of Primary Unit
2017 Vice President and Deputy General Manager of Marketing &
Sales Div. (Marketing & Sales Promotion)
2018 Vice President and General Manager of Medical Affairs Div.
2020 Vice President and Head of Marketing & Sales Div. (to present)

Chugai in
Action
74 Overview of Activities in 2019
78 Research
80 Development
81 Pharmaceutical Technology and Production
82 Close-Up 1
83 Marketing
85 Medical Affairs
86 Drug Safety
87 Quality and Regulatory Compliance
88 Intellectual Property
89 Close-Up 2
90 Human Resources
93 Human Rights
94 Environment, Health and Safety
97 Social Contribution and Global Health
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Chugai in Action

Overview of Activities in 2019
* 1: Value Creation 2: Value Delivery 3: Promote Advances in PHC 4: Strengthen Human Capital and Conduct Fundamental Structural Reform

Category

5: Strengthen Sustainable Platforms

Connection with
IBI 21 strategies*

Main initiatives
1

2

3

• Continuously generating first-in-class and best-in-class drugs
1

2

• Creating molecular targeted drugs that contribute to personalized healthcare (PHC)

Research

• Strengthening innovative proprietary research technologies and creating innovative antibodies
• Providing support and education for researchers from Asia
• Maintaining high animal welfare standards in accordance with international guidelines
• Improving clinical development of drugs to address unmet medical need3
• Identifying latent medical need and achieving early PoC4
• Increasing productivity and speed of global clinical development for early market launches

Development

• Conducting simultaneous development and regulatory filing of drug therapies and diagnostics that
contribute to PHC
• Strengthening lifecycle management to maximize product value
• Obtaining early approval for projects in-licensed from Roche
• Providing a stable supply of high-quality drugs and investigational drugs
• Enhancing the system for faster global launches and simultaneous development of multiple products

Pharmaceutical
Technology
and Production

• Achieving early PoC by raising the level of CMC5 development
• Raising the level of competitive advantages from late-stage development to initial commercial
production (including investigation of next-generation industrial technologies)
• Achieving world-class quality control systems and continuously raising their level
• Contributing to advances in medicine as Japan’s leading therapeutic antibody company
• Promoting standards of care and proper use of medicines in oncology

Marketing

• Promoting PHC for optimal treatment options
• Supporting the resolution of medical issues in mainstay product areas and regions
• Consideration of patient-centric therapeutic approach
• Building a consistent global medical affairs promotion system with proper independence of roles

Medical Affairs

• Strengthening systems for healthcare compliance and governance of contract-based post-marketing
studies
• Generating evidence and promoting scientific communication activities
• Expanding and upgrading global medical information functions

1. An original drug that is highly novel and useful, and will significantly change the therapeutic system
2. A drug that offers clear advantages over other existing drugs in the same category, such as those with the same molecular target
3. Medical need that is not adequately met due to a lack of effective treatments
4. PoC is confirmation that the therapeutic effect conceived in the research stage is effective in humans. Early PoC means that in addition to safety, signs of efficacy or
pharmacological effect have been confirmed in a limited number of cases.
5. Chemistry, Manufacturing and Controls: Control functions from development of manufacturing processes to drug quality and manufacturing
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4

5

Chugai in Action

Main performance indicators in 2019
• Generated multiple drug discovery projects from candidate compounds that originated from the Collaboration Promotion Laboratory at IFReC
• Created development candidates using proprietary antibody engineering technologies
• Created development candidates using proprietary middle molecule technologies
• Started construction of Chugai Life Science Park Yokohama

• Conducted development of NXT007 and obtained early approval for Rozlytrek
• Provided insights for promoting utilization of data, including real-world data (RWD), and maximizing product value
• Further improved processes by carrying out operational consolidation and analysis of clinical operations, systems and processes, as well as management of contract
research organizations and vendors, etc. that are common among projects

• Invested in facilities for faster launches and simultaneous development of multiple antibodies and small molecule drugs (started operation of new antibody API
manufacturing facility (UK3) at Ukima Plant, began manufacturing Actemra subcutaneous injection using a tray filler at Utsunomiya Plant, and started construction
of new manufacturing facility for APIs for small and middle molecule drugs at Fujieda Plant)
• Received FDA pre-approval inspection for satralizumab
• Received pre-approval inspection and approval for Hemlibra in countries around the world
• Strengthened global supply chain management
• Enhanced next-generation core technologies for API and formulation manufacture
• Strengthened development ability by reducing costs from the early stage onward and planning and implementing a formulation strategy
• Conducted structural reform of production functions to enhance competitiveness and improve operational efficiency
• Conducted support activities for patient-centric regional healthcare and multidisciplinary team care, including promotion of disease awareness in cooperation with
the government
• Provided an information-sharing support tool to facilitate smooth communication between patients and their healthcare professionals
• Enhanced communication of safety information through use of post-marketing surveillance and adverse reaction databases and cooperation with Safety Experts
• Enhanced marketing functions in accordance with regional healthcare conditions
• Education for MRs with a high level of expertise

• Generated clinical evidence by conducting industry-initiated clinical studies and supporting investigator-initiated clinical studies
• Generated non-clinical evidence by conducting basic research to shed light on modes of action of drugs, etc.
• Improved business efficiency through introduction of MI chat, a chatbot for product information inquiries
• Promoted global-level medical activities in cooperation with Roche and overseas subsidiaries
• Implemented and supported construction of data utilization system for database research, etc.
• Established appropriate governance and compliance system in response to Guidelines for Prescription Drug Marketing Information Provision and other regulations
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* 1: Value Creation 2: Value Delivery 3: Promote Advances in PHC 4: Strengthen Human Capital and Conduct Fundamental Structural Reform

Category

5: Strengthen Sustainable Platforms

Connection with
IBI 21 strategies*

Main initiatives
1

2

3

4

5

• Strengthening pharmacovigilance system to meet the world’s strictest standards and most
comprehensive global regulations

Drug Safety

• Providing solutions to patients and healthcare professionals using drug safety information
• Preparing and implementing risk management plans (RMPs)
• Strengthening global quality governance
• Establishing system to provide product quality solutions from customer’s perspective

Quality and
Regulatory
Compliance

• Establishing global quality and regulatory intelligence management system for post-marketing products
and late-stage development projects
• Establishing and conducting new quality and regulatory compliance scheme in response to new
business developments (medical devices, regenerative medicine, etc.)
• Establishing quality and regulatory compliance framework and governance for data use
• Protecting and effectively using rights for broadly applicable innovative technologies

Intellectual
Property

• Filing high-quality patent applications and effectively allocating resources
• Aggressively filing patent applications outside Japan with a view to global co-development

Highlights of 2019
Products and Development Projects

March

• Hemlibra obtained approval for additional indication (severe
hemophilia A without inhibitors; Europe)
• Rituxan obtained approval for additional indication (CD20positive chronic lymphocytic leukemia; Japan) (Zenyaku
Kogyo Co., Ltd.)
• Actemra intravenous infusion obtained approval for
additional indication (cytokine release syndrome; Japan)
• Risdiplam received orphan drug designation (spinal
muscular atrophy; Japan)

May

• Actemra intravenous infusion obtained approval for
additional indication (adult Still’s disease; Japan)

June

August
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• FoundationOne CDx Cancer Genomic Profile launched and
testing services on consignment started
• Rozlytrek obtained approval (NTRK fusion gene positive
advanced/recurrent solid tumors; Japan)
• FoundationOne CDx Cancer Genomic Profile obtained
approval as a companion diagnostic for Rozlytrek
• Tecentriq obtained approval for additional indication
(extensive-stage small cell lung cancer; Japan)

CHUGAI PHARMACEUTICAL CO., LTD.

September

• Rozlytrek launched (Japan)
• Satralizumab received orphan drug designation
(neuromyelitis optica and neuromyelitis optica spectrum
disorder; Japan)
• Tecentriq obtained approval for additional indication (PD-L1positive triple-negative breast cancer (TNBC)) and
additional formulation (840 mg)
• FoundationOne CDx Cancer Genomic Profile obtained
approval for expanded use as a companion diagnostic
for Lynparza

October

• Telomelysin (OBP-301) receives Sakigake Designation
• Hemlibra obtained approval (hemophilia A without
inhibitors; Taiwan)

November

• Hemlibra launched (hemophilia A with inhibitors; Taiwan)
• Polatuzumab vedotin received orphan drug designation
(diffuse large B-cell lymphoma; Japan)
• Tecentriq Intravenous Infusion 840 mg (launched in Japan)

December

• Nemolizumab received breakthrough therapy designation
(pruritus associated with prurigo nodularis; U.S.)
(Galderma S.A.)

Chugai in Action

Main performance indicators in 2019
• Increased capacity for generating and providing drug safety information using advanced technologies such as epidemiology and information technology, and
enhanced the activities of Safety Experts, a specialist position for handling drug safety information
• Established global-level safety functions to prepare for business expansion in Asia
• Led the industry by conducting activities to raise awareness regarding the use of the risk management plan (RMPs) among healthcare providers

• Strengthened quality systems and handled overseas inspections by EMA, FDA, etc. (for all GxP)
• Complied fully with the Guidelines for Prescription Drug Marketing Information Provision
• Established system to provide product quality solutions through coordination among the Marketing & Sales Division, Pharmaceutical Technology Division and
Quality & Regulatory Compliance Unit
• Strengthened cooperative schemes including with out-licensees, partners and overseas bases
• Dealt with quality management system and new modalities (regenerative medicine, gene therapy, etc.) for genomic mutation analysis program FoundationOne CDx
Cancer Genomic Profile
• Established a digital compliance system for handling human-derived data

• Market defense in lawsuits with manufacturers of similar products with the equivalent effect or developers and manufacturers of biosimilars
• Operated a system for monitoring other companies’ patents
• Strengthened cooperation with the Research Division, Pharmaceutical Technology Division and IFReC using IP liaisons as a hub
• Strengthened cooperation with IP functions of Roche and Genentech Inc. and with internal and external stakeholders

Management

January

• Transferred rights for Oxarol Ointment 25μg/g, Oxarol Lotion
25μg/g and Marduox Ointment to Maruho Co., Ltd.
• Announced new Mission Statement and new mid-term
business plan IBI 21, aiming to grow together with society
by creating and delivering innovative drugs and services

March

• Entered into business partnership agreement with Miraca
Holdings Inc. for FoundationOne CDx Cancer Genomic Profile

April

• Transferred Ulcerlmin business to Fuji Chemical Industries
Co., Ltd.
• Entered into exclusive licensing and capital tie-up
agreements with Oncolys BioPharma Inc. for Telomelysin
(OBP-301) oncolytic viral immunotherapy
• Implemented early retirement incentive program
• Decided to construct a new manufacturing facility for APIs
for small and middle molecule drugs at the Fujieda Plant

May

• Decided to establish Chugai Life Science Park Yokohama
and to relocate research laboratories

June

• Entered into service agreement for logistics operations with
Mitsubishi Logistics Corporation

November

• Agreed with JW Pharmaceutical Corporation to make their
joint venture in Korea, C&C Research Laboratories, a wholly
owned subsidiary of JW Pharmaceutical

December

• Announced change in representative directors

Stakeholders
January

• Started operation of MI chat (Medical Information ChatBot), an
automated conversation program that uses AI to respond to
product information inquiries from healthcare professionals

February

• Chugai was one of four recipients, including Osaka
University, of the Minister of Education, Culture, Sports,
Science and Technology Award at the 1st Japan Open
Innovation Prize for “University–Industry Co-creation from
the Basic Research Stage –Collaboration between
Organizations–”
• Joined the World Federation of Hemophilia Humanitarian
Aid Program, together with Roche
• Received the President’s Award of the Japan TechnoEconomics Society for the creation of anti-IL-6 receptor
antibody Actemra, at the 7th Technology Management and
Innovation Awards

March

• Selected as a grant recipient by the Global Health Innovative
Technology Fund (GHIT Fund) for a joint research project with
the Agency for Science, Technology and Research, Singapore
(A*STAR) for an anti-dengue virus antibody

July

• Maintained listings on all ESG indices selected by
Government Pension Investment Fund

September

• Selected as an index component of the Dow Jones
Sustainability Asia Pacific Index for the fifth time and the
second consecutive year
• Donated para-transit vehicles to welfare services
• Announced Chugai Group Non-Smoking Declaration
• Began providing a treatment support tool using a private
medical care SNS for rheumatoid arthritis, lupus nephritis,
and chronic kidney disease

December

• Rating and Investment Information, Inc. (R&I) raised
Chugai’s issuer rating from “AA–” to “AA”
Annual Report 2019
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Research
Key Points of IBI 21
(2019-2021)

Development of leading drug discovery technologies and continuous additions to pipeline
Creation and promotion of innovative projects through the deepening of biological research into human diseases
● Expansion of opportunities to acquire new candidate compounds using external network
●
●

• Proprietary drug discovery technology, particularly in biotechnology
• Efﬁcient collaboration with the Roche Group, including infrastructure
sharing

S

W

(Strengths)

(Weaknesses)

O

T

• Progress in new modalities, including middle molecule drugs
• Mounting social expectations for drug discovery and healthcare as a
growth industry
(Opportunities)

(Threats)

• Infrastructure for recruiting researchers is incomplete
• Lack of resources for biotechnology research

• Increasing difﬁculty and escalating cost of new drug development
worldwide, and intensifying competition
• Potential paradigm shift due to disruptive technologies, etc.

Performance in 2019

14

55

88

14.9%

In-house projects in the
development pipeline

Publications in academic papers
and presentations at scientific
conferences regarding
Chugai’s innovative proprietary
antibody engineering technologies

Publications in academic
papers regarding Chugai’s
research findings

R&D expenditures to
revenues ratio

(As of January 31, 2020)

(2019)

(2015-2019)

(2015-2019)

Functions

Business Model

Allocation of Resources

Chugai began conducting research and
development of biopharmaceuticals more
than 30 years ago, and the former Nippon
Roche had also established world-class
technology for the discovery of chemically
synthesized agents. Over the years, we have
cultivated knowledge and gained experience
through our advanced initiatives while also
incorporating outside technologies. As a
result, we have continuously evolved our
capabilities, and have built a technology
platform that we can flexibly and appropriately
apply to drug discovery.

One of Chugai’s strategic advantages that
enables it to continuously create innovative
drugs is its ability to concentrate resources on
innovative research. Efficient development
in Japan of projects in-licensed from Roche
provides a stable revenue base while we
conduct global development of projects
from our own research in collaboration
with Roche. This enables us to concentrate
personnel and funds on groundbreaking
in-house projects, leading to the creation
of a steady stream of innovative drugs.
Another of our strengths is access to
Roche’s global research infrastructure.
The ability to share Roche’s global research
resources and infrastructure, including a rich,
high-quality compound library for use in
high-throughput screening,2 is a significant
plus for Chugai in terms of cost, efficiency
and other factors, and has dramatically
increased our research productivity.

In allocating research resources, we prioritize
each project based on the following criteria:
(1) The project’s potential for development as
a novel medicine that can be clearly
differentiated
(2) Whether it has a scientific basis for
addressing unmet medical need
(3) Whether it will enable PHC

We are using this platform to generate a
steady stream of innovative new drugs
with first-in-class or best-in-class potential
to address unmet medical need. In addition
to developing antibody engineering
technologies ahead of other companies,
Chugai has industry-leading research and
technological capabilities backed by small
and middle molecule1 technologies, the
world-class research infrastructure of the
Roche Group and a powerful external
network with academia and other parties.
Through presentations of research findings
at scientific conferences and other means,
these strengths lead to benefits for the
medical community around the world as
we leverage them in the creation of
in-house projects.
1. Molecules with a molecular weight between 500
and 2,000. Middle molecules are expected to be
capable of inhibiting protein–protein interaction (PPI)
in intercellular molecules, which is difﬁcult to achieve
with antibodies and small molecules.
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In addition, by concentrating on the
development of next-generation antibody
engineering technologies and the creation
of new therapeutic antibodies, Chugai
Pharmabody Research (CPR), which we
established in Singapore in 2012, is working
to continuously create innovative therapeutic
antibody drugs and to accelerate the speed
of drug discovery.
2. A technology for conducting evaluations at a high
speed with robots or other means to select
chemical compounds that show activity for drug
creation targets from a library consisting of a vast
number of compound types with various structures

At decision points during research, we focus
first and foremost on patient need in the
belief that creating medicines truly needed by
patients and healthcare providers will lead to
Chugai’s medium-to-long-term growth.

Bioethics and Animal Welfare
To ensure that research using human-derived
samples is carried out appropriately, Chugai
has established Ethical Guidelines for Research
That Uses Human-Derived Samples and a
Research Ethics Committee. More than half
of the members of this committee are from
outside the Company, enabling fair evaluations
from a pluralistic frame of reference.
Moreover, when handling laboratory animals
used in research, Chugai acts in accordance
with the Guidelines for the Care and Use of
Laboratory Animals it has established to
respect their lives from the standpoint of
animal welfare, and to minimize pain, keeping
in mind the scientific conditions.
Chugai’s measures, which are based on the
principles of the 3Rs (Replacement, Reduction
and Refinement), were positively evaluated
by AAALAC International,3 a global third-party

Chugai in Action

evaluation organization, and the Company has
maintained full accreditation since 2007.
3. The Association for Assessment and Accreditation of
Laboratory Animal Care International, a private nonprofit organization that promotes the humane
treatment of animals in scientific research through
voluntary inspection and accreditation programs.
More than 900 facilities in 39 countries have
obtained AAALAC accreditation.

Main Initiatives and Progress
Promotion of Unique Biological
Discoveries
Created based on a novel concept, Hemlibra
is the product of innovation achieved by
uniquely combining Chugai’s extensive
understanding of the biology of diseases and
its antibody engineering technologies. To
continuously generate such innovations and
to reinforce and pass down an organizational
culture that produces breakthrough medicines
with clear value for healthcare, in 2019 we
adopted a scheme to allocate 20% or more
of approximately half of our researchers’
workloads to the creation, testing and
verification of new ideas as a crossdepartmental activity of the Research Division.

Collaboration with Our External
Network
In April 2017, the Collaboration Promotion
Laboratory began operating under our
comprehensive agreement with Osaka
University Immunology Frontier Research
Center (IFReC) to conduct ongoing
assessment and introduction of new
candidate compounds from its cutting-edge
immunology research.

Immunity is involved not only in diseases of
the immune system itself, but also in cancer
and various other diseases, and immunemediated therapies are now becoming
mainstream cancer treatments. Combining
the global top-class research in immunology
at IFReC and Chugai’s expertise in drug
discovery research, accumulated through its
proprietary technologies, is expected to result
in the creation of innovative new drugs.
We are also looking to innovate the drug
discovery process itself, including for nextgeneration PHC, by applying the highly
advanced genomic analysis techniques and
other capabilities of Foundation Medicine Inc.
(FMI),4 which joined the Roche Group in 2015.

Research at Satellite Labs
Research at satellite labs has also yielded
solid results, leading to the successful
establishment of stable cell lines of colon
cancer stem cells in October 2012 and the
identification of new molecular targets at
Chugai’s wholly-owned subsidiary, Forerunner
Pharma Research Co., Ltd. Furthermore, CPR
is making steady progress in the discovery of
new therapeutic antibodies and the creation
of new development candidates to follow
GYM329 and SKY59, which have already
entered clinical development.

Evolution of Drug Discovery Modalities
In the pharmaceutical industry, modality
refers to the material classification of drugs
such as therapeutic antibodies or therapeutic
nucleic acids. Until around 1990, small
molecule drugs were virtually the only
modality available, but modality options are

Progress of Development Projects in 2019

(February 1, 2019 – January 31, 2020)
Breakdown

Number of
Projects

New Molecular
Entities

Additional Indications

Additional Dosage and
Administration/
Formulations,
Expanded Use

Approved

13

1

6

6

Filed

8

3

3

2

Started or moved to phase III

6

2

4

0

Started or moved to phase II

1

1

0

0

Started phase I

5

5

0

0

Development suspended

5

3

2

—

Comparison of Drug Discovery Modalities
Small Molecules

Middle Molecules

Biologics

Molecular weight

Below 500

500 - 2,000

10,000 and above

Target specificity

Fair

High

High

Wide range

Numerous

Limited

Intracellular targets
PPI inhibition
6

Administration route
Manufacturing method

Fair

Good

Good

Oral/Injection

Oral/Injection

Injection

Organic synthesis

Organic synthesis

Cell culture

now increasing. Chugai is currently focusing
on establishing middle molecules as a third
modality in addition to biologics and small
molecules, in which it is already strong.
Middle molecules are a valuable method for
reaching intracellular targets that are difficult
to approach using antibodies and small
molecules, and we are proactively promoting
the establishment of a hit-to-lead compound
generation technology platform as we work
toward the creation of development projects.

Enhancing Our Intelligence Functions
Rapid scientific and technological advances,
especially in life science, digital technology and
information and communications technology
(ICT), are bringing dramatic changes to
society, including the pharmaceutical industry.
Chugai’s response to emerging issues in the
healthcare business is mainly the responsibility
of the Science and Technology Intelligence
(STI) Department, which was established in
April 2017 as an intelligence unit.
Healthcare in the future is expected to center
on PHC, which provides optimal solutions
tailored to individual patient needs, and will
need to provide comprehensive value in a
sustainable form that encompasses prevention
and prognosis in addition to diagnosis and
treatment, which are the focus of the current
model. We aim to contribute to higher-quality
healthcare with solutions that lead to new
value, and a critical part of that effort is
formulating strategies for disruptive
innovation,5 which will be essential for
realizing such solutions.
STI’s mission is to find signs of change
and to create strategies for bringing it
about. In the three areas of life science,
digital ICT, and advanced PHC, STI not only
collects and analyzes information, but also
works to establish conditions for initiating
disruptive innovation.
In July 2018, Chugai entered into a
comprehensive partnership agreement
with Preferred Networks, Inc. (PFN), a
global leader in AI technology. We are
currently conducting multiple cooperative
projects with the aim of creating innovative
drugs and new value through the application
of PFN’s cutting-edge deep learning technology
and Chugai’s expertise, technologies and data.
4. FMI was established in Massachusetts, U.S.A. in
2010. In 2015, Roche took a majority stake, and then
acquired the remaining outstanding shares in 2018 to
make FMI a wholly-owned subsidiary. Chugai
established the FMI business as a specialized unit in
October 2018 to carry out commercialization and
product value maximization of FMI’s Comprehensive
Genomic Profiling Service in Japan.
5. Innovation that disrupts the order of existing business
and causes drastic changes in the industry structure

6. PPI: Protein–Protein Interaction
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Development
Key Points of IBI 21
(2019-2021)

Establishment of development methods for Chugai products with new modalities and mechanisms of action
Further acceleration of development through use of data assets
● Maximization of product value based on VBHC1
●
●

1. Value-based healthcare

• Comprehensive development track record (total no. of clinical trials: 1152)
• High development success rate of innovative in-house products
(FPI3: 1 project; breakthrough therapy designation (BTD)4: 1)2
• Global collaboration with Roche (global studies: over 58%; joint
development projects: 33)5
• Increasing expectations for development of innovative drugs using
proprietary technology
• Advances in development of PHC using large-scale data such as
genetic information
• Greater flexibility and diversification in the application filing process

S

(Strengths)

O

(Opportunities)

W

(Weaknesses)

T

(Threats)

• Evolution of quality and speed at a top global level in early development
• Constant and cross-functional operation of the process for proof of value
• Infrastructure development and acquisition of human resources for
utilization of real world-data (RWD), data assets, and cutting-edge
technologies
• Intensified global competition in new drug development and
escalating development costs
• Potential paradigm shift due to disruptive technologies, etc.
• Decline in competitive advantage of in-house products due to the
emergence of new modalities

2. January-December 2019
3. First patient in
4. A system introduced in July 2012 by the U.S. Food and Drug Administration aimed at expediting the development and
review of drugs for the treatment of severe or life-threatening diseases or symptoms
5. As of December 31, 2019

Performance in 2019

49

23

40

18

Pipeline projects

New products launched and
new indications

Projects being co-developed
with Roche Group

Projects in-licensed
from Roche

(2015–2019)

(As of January 31, 2020)

(2015–2019)

(As of January 31, 2020)

Functions
Chugai has established a lifecycle
management6 system for project-level
integrated management of each of its
functions, and cooperates with numerous
medical institutions and clinical research
centers. In this way, we implement clinical
trials distinguished by exceptional speed,
efficiency and scientific rigor.
Specifically, in clinical development, we draw
up clinical development plans based on the
latest scientific findings and invite medical
institutions to conduct clinical trials. In
pharmaceutical technology and production, we
examine commercial production that will turn
candidate compounds into pharmaceutical
products and manufacture investigational
drugs for clinical trials. In drug safety, we
ensure a high level of safety in clinical trials by
gaining an understanding and beginning
assessments of each drug’s safety profile from
the early stages.
Through our alliance with the Roche Group,
we are implementing multiple global
development projects (global studies) and
strengthening the process that enables
simultaneous development of drugs and
companion diagnostics intended for PHC.
Through these global initiatives, we are creating
best practices in development and filing for
approval, which we believe contribute to the
advancement of the industry.
6. The various measures taken to maximize the
potential value of a drug, including shortening
development time, expanding sales, extending the
product’s life, and conducting appropriate cost
control. Competitiveness can be strengthened
further by using earnings from sales of established
drugs to strategically reinvest in new drug
development, marketing or other areas.
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Enhancement of Functions and
Organizational Change

Main Initiatives and Progress
A Well-Stocked Pipeline

In October 2019, Chugai reorganized the
functions of the Translational Research (TR)
Division, which acts as a bridge between
preclinical and early clinical development. The
new Early Clinical Development Department
was established to consolidate planning and
promotion functions for early clinical development
of projects originating at Chugai in order to
improve operational efficiency and strengthen
early clinical development skills. This is expected
to give more impetus to integrated
development of in-house products from the
research stage to the early clinical development
stage. For overseas development of projects
from in-house research, overseas subsidiaries
Chugai Pharma USA, Chugai Pharma Europe,
Chugai Pharma Science (Beijing) and Chugai
Pharma Taiwan conduct high-quality clinical trials
in close cooperation with medical institutions in
each country.
We also accelerate global development by
sharing knowledge and platforms for clinical
development with the Roche Group. Moreover,
we utilize FMI and others to generate evidence
from the clinical development stage that will
lead to PHC.
Moreover, the Clinical Development Division
has assigned a clinical solutions supervisor
to carry out integrated management and
execution of shared work among projects for
all clinical studies, and to take the lead for
further process improvement, optimal vendor
strategies and other matters.

In 2019, all projects made steady progress.
Chugai filed for regulatory approval for eight
projects, and obtained approval for one project.
Chugai’s pipeline grew even richer, with eight
new projects (in-house or in-licensed from
Roche) advancing to the clinical phase.

Speedy Global Development
Chugai has been working to speed up global
development by following a development model
with a high probability of success and by
making efforts to prove the value of in-house
projects from the early stages of development.
As a result, Alecensa took just seven years from
concept to launch, and Hemlibra, for which we
filed for approval simultaneously in Japan, the
United States and Europe, obtained approval in
less than five years from initiation of clinical
development, far ahead of our initial plan.
Hemlibra is dramatically transforming treatment
strategies for hemophilia and achieving
unprecedented results.
Moreover, after nemolizumab (CIM331)
received BTD and satralizumab (SA237)
obtained positive results in global studies
under Chugai’s management, in 2019 we
completed filings in Japan, the United States
and Europe in collaboration with Roche.

Chugai in Action

Pharmaceutical Technology and Production
Key Points of IBI 21
(2019-2021)

Acquisition of PoC with world-class speed
Realization of a production system with a strong competitive advantage from the pre-launch stage
● Structural reform of the commercial production system
●
●

• Advanced therapeutic antibody production technology and state-ofthe-art equipment
• Proven track record of global inspections and applications (Hemlibra,
Alecensa, and satralizumab)
• Timely identification and response to requests from regulatory
authorities that can be shared with the Roche Group
• Fast-track review system to support early approval of innovative
new drugs
• Initiation of a system for pharmaceutical quality management
• Increase in product supply volumes as a result of expansion of the
Asian (Chinese) market

S

(Strengths)

W

(Weaknesses)

O

(Opportunities)

T

(Threats)

• Creation of an efﬁcient production system utilizing external
resources in accordance with rapid changes in demand

• Progress in global control over drug costs, loss of premium pricing
status for new drug creation on mainstay products amid drastic
reform of NHI drug prices, and cost reductions in response to the
emergence of generic drugs and the increased need for greater
productivity

Performance in 2019

Began operations of facilities that
can handle multiple antibody
development projects simultaneously

Functions
Our pharmaceutical technology and production
functions play a wide range of roles in the
pharmaceutical value chain – from turning
drug candidates into products to stably
supplying them. These candidates may be
compounds created in our laboratories or
projects in-licensed from Roche or elsewhere.
Product creation includes research on production
methods for active pharmaceutical ingredients
(APIs), formulation and packaging design,
production of investigational APIs, and
collection and analysis of production data.
Among these activities, we have most recently
been taking positive steps to build and patent
a new technology platform that will give us a
distinct advantage in commercial production
of innovative medicines such as next-generation
antibodies and middle molecules.
Through stable supply of our products, we
maintain the trust of patients and healthcare
professionals – a responsibility central to
Chugai’s existence as a pharmaceutical
manufacturer. That is why we need to build
and maintain a robust supply chain with
production bases (including contract
manufacturing organizations) around the world.

Upgraded world-class system
for pharmaceutical
quality management

Chugai has competencies at Japan’s top
level, including bioproduction technology and
the ability to accommodate inspections. We
will leverage our strengths as a member of
the Roche Group to become a top innovator
in our pharmaceutical technology and
production operations.

medicines without making line changes or
modifications, regardless of the syringe type.

Main Initiatives and Progress

Evolving Supply Chain Management

Improving Flexibility and Speed
In its pharmaceutical technology and
production operations, Chugai is aiming
for simultaneous development of multiple
products for the quickest launches possible.
Specifically, at the Ukima Plant, we have
achieved a significant increase in capacity
utilization by employing plastic single-use
bioreactors. For development candidates that
apply next-generation antibody engineering
technologies, we have started operation of
UK3, a new antibody API facility capable of
high-mix, low-volume production from latestage development to initial commercial
products. At the Utsunomiya Plant, we have
increased production flexibility by installing
tray fillers that can handle filling of liquid

Biological API Production: Our Facility Portfolio
Plant

Target

62
Research papers and other
publications from the Pharmaceutical
Technology Division (2015-2019)

Bioreactors

Features

Products

Utsunomiya

Commercial production
(Large-scale)

10,000 L x 8 (UT1, UT2:
Stainless steel tanks)

• Competitive low-cost
production
• Dedicated facilities

Actemra

Ukima

Commercial production/
Production of investigational
APIs (Medium-scale)

6,000 L x 6 (UK3:
Stainless steel tanks)

• Emphasis on flexibility
• Can handle high-mix, lowvolume production

Future development
projects

Ukima

Commercial production/
Production of investigational
APIs (Small-scale)

2,000 L x 4 (UK1, UK2:
Single-use plastic bags)

• Improved capacity
utilization through the
application of single-use
bioreactor technology

Hemlibra and future
development projects

At the Fujieda Plant, we will introduce an API
manufacturing facility for investigational drugs
for middle molecules, which are a nextgeneration modality, with the aim of starting
operations in 2022.

To minimize risks related to the supply and
price of raw materials, we promote the
globalization of our suppliers of raw materials
and intermediate products in tandem with
the globalization and establishment of two
production bases for each finished product.
Our subsidiary Chugai Distribution Co., Ltd.
handles distribution of pharmaceuticals in
Japan. The company’s computerized inventory
management and inspection ensure stable
and safe distribution, and the staff conducts
ongoing process innovation in packaging.

Thorough Quality Assurance
Quality assurance functions have diversified
in recent years in response to the increasing
complexity of supplying products and
accelerated development with the introduction
of the fast-track review system to support the
early launch of innovative new drugs.
In view of these trends, Chugai is working to
further strengthen GMP* management
oversight to promote more rigorous and highlevel quality assurance. As part of these efforts,
Chugai promotes the building and operation of
a world-class system for pharmaceutical quality
management.
* Good Manufacturing Practice: Standards for
pharmaceutical production management and quality
control
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Close-Up 1

Standout Initiatives under IBI 21
Advancing Middle Molecule Drugs to the Clinical Phase

In relation to our goal of starting clinical development of middle
molecule drugs during the term of IBI 21, particular challenges lie
ahead in production of investigational APIs and clinical trial design as
well as drug discovery. Given our aim of achieving a high level of
convenience as well as efficacy and safety, our middle molecule
drugs have highly specific structures and physicochemical properties.
The manufacturing process is more complicated than for the small
molecule drugs we have produced in the past, and we must
overcome the hurdle of mass production. Moreover, demonstrating

new concepts in molecular therapeutic effect also entails the
establishment of a clinical prediction system for human subjects,
which is extremely difficult, as well as appropriate methods for
setting and evaluating biomarkers. Despite facing difficulties that we
have not encountered before, various departments are cooperating
from the earliest stages as we work to establish this next-generation
modality of middle molecule drugs, so that we can deliver innovative
medicines to patients as quickly as possible.

Akie Honma
Satoshi Tanida

Mikiko Nakamura
a

Discovery Technology
Dept.,
Research Div.

Clinical Pharmacology Dept.,
ept.,
iv.
Translational Research Div.

API Process
t.,
Development Dept.,
Pharmaceutical
Technology Div.

Stepping Up Initiatives and Future Outlook at Chugai Pharmabody Research
When Chugai Pharmabody Research (CPR) was first established in
Singapore in 2012, its role was to concentrate on creating new
antibodies. Having produced results in line with this objective, its
functions have expanded since 2017. A compact organization with
diverse human resources, CPR possesses all drug discovery research
functions from antibody production to drug metabolism and
pharmacokinetics, pharmacological evaluation, and development of
new technologies. CPR and the Research Division are now leveraging

their individual strengths and expertise to collaborate on joint
projects, technology development and discussions of new ideas.
Stepping up initiatives at CPR will expedite Chugai’s drug discovery
and help to demonstrate that diversity is the wellspring of innovation.
We will generate further synergies to create innovative drugs with
value for patients.

Priyanka Chichili
chili

Hitoshi Katada
atada

Takaaki Noguchi

Protein Production Unit,
dy
Chugai Pharmabody
Research Pte. Ltd.

Discovery
t.,
Biologics Dept.,
Research Div.

Discovery
Pharmacology Dept.,
Research Div.

Realizing Sustainable Supply Chain Management
Establishing robust supply chain management that enables us to work
together with suppliers to address sustainability issues is essential for
stably delivering high-quality drugs to patients and helping to resolve
global social issues.
In 2019, in addition to creating a comprehensive system for evaluating
suppliers and starting supplier due diligence based on this policy, we
established a model for cooperation between the Pharmaceutical
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Technology Division and the Sustainability Department. However,
despite a high level of awareness of sustainability, only a limited
number of suppliers have codified and established sustainability in
their policies and systems, and we have the sense that the differing
languages, cultures, and customs in the global supply chain make it
difficult to ascertain actual labor conditions. This initiative will take
time, but we will carry it out steadily and emphatically while defining
our priorities.

Shinobu Aizawa

Koichi Kawahara

Supply Chain Management Dept.,
pt.,
v.
Pharmaceutical Technology Div.

Business Ethics Group,
Sustainability Dept.

CHUGAI PHARMACEUTICAL CO., LTD.

Chugai in Action

Marketing
Maximization of the value of growth drivers (innovative drugs and services)
Enhancement of consulting activities to select the best treatment using innovative products according to
each patient’s condition
● Provision of solutions through cooperation with diverse specialized human resources and incorporation
of digital technology
●

Key Points of IBI 21
(2019-2021)

●

• Leading presence in specialty areas, such as biopharmaceuticals
and PHC
• A system for providing advanced solutions based on regional and
customer characteristics, multidisciplinary team care and drug
safety activities utilizing a database of adverse events, etc.

S

(Strengths)

• Further increase in unmet medical need3 as a result of the aging
population as well as rare and refractory diseases
• Increase in therapeutic opportunities due to early detection and
promotion of testing
• Progress in personalized and advanced healthcare, including
genetic diagnosis

O

(Opportunities)

W

(Weaknesses)

T

(Threats)

• Response to an increase in competing products and new entrants
• Response to the emergence of biosimilars1 and generic drugs2

• Progress in global control over drug costs, and the shrinking
domestic market amid drastic reform of NHI drug prices
• Loss of premium pricing status for new drug creation on mainstay
products and the emergence of generic drugs
• Tighter regulations on promotional activities due to higher ethical
and transparency standards

1. Follow-on products to biopharmaceuticals whose patent term has expired, made by manufacturers other than the manufacturer that developed the antecedent biopharmaceutical
2. Drugs approved after the expiry of the patents for original drugs with the same active ingredients and efficacy
3. Medical need that is not adequately met due to a lack of effective treatments

Performance in 2019

23.9%

16.4%

1

Share of sales in the Japanese
therapeutic antibody market

Share of sales in the Japanese
oncology market

Satisfaction ranking based on
healthcare professionals’
assessments

4

4

1

5

6

(Oncology; hospitals with 100 or more beds)

Adequacy ranking for
provision of safety
information based on healthcare
professionals’ assessments
(Hospitals with 100 or more beds)

4. Copyright © 2020 IQVIA. Source: JPM 2019. Reprinted with permission. The scope of the market is defined by Chugai.
5. Source: INTAGE Healthcare Inc., CS Survey of Oncology, 2019. Based on a survey of overall assessments of companies by physicians, as defined by Chugai.
6. Source: INTAGE Healthcare Inc., 2019 questionnaire about safety information needs.

Functions
The need for new therapeutic agents to deal
with cancers or rare or refractory diseases
that lack effective treatments (unmet medical
need) is high, and more sophisticated and
individualized medical procedures such as
cancer immunotherapy and genomic testing
are attracting attention. Chugai is pursuing
initiatives to meet unmet medical need based
on its extensive lineup of first-in-class and
best-in-class drugs and new diagnostic
technologies.
As medicine becomes more sophisticated
and individualized, healthcare professionals
will be expected to promptly provide highquality information. Chugai takes three
approaches to this process, which it refers
to as “consulting.”
For patients
We conduct patient-centric consulting
that gives the highest priority to patients,
including proposing the optimal drug
treatment according to each patient’s
condition, providing relevant information on
proper use and safety, and follow-up activities.
For regional healthcare
We provide liaison services for regional
healthcare with the aim of solving medical
issues according to local area characteristics.
We conduct consulting that improves patients’

access to treatment by supporting regional
healthcare coordination among healthcare
professionals and medical institutions as well
as collaboration among local governments,
public entities, and other industries.
For stakeholders
Multidisciplinary team care has advanced in
recent years, with various specialist healthcare
professionals working in collaboration to carry
out treatment according to each patient’s
condition. We conduct consulting to support
our diverse stakeholders, while multidisciplinary
teams follow up on treatment through proper
management of adverse events.
Because consulting activities necessarily
require extensive communication with
relevant parties, our MRs play a key role.
In addition to MRs, we also have a system for
providing solutions that meet medical need
through participation in cross-functional
teams by members of the Marketing & Sales,
Medical Affairs and Drug Safety divisions,
who have high-level expertise.
We are also innovating business processes
using the latest digital technologies such as
artificial intelligence and the Internet of
Things to build a system that can provide
more efficient and effective solutions based
on higher-quality consulting.

Main Initiatives and Progress
Oncology
In 2019, sales in the oncology area in Japan
increased 6.6 percent year on year to ¥240.5
billion. The contribution from new products
included ¥20.6 billion from rapid market
penetration of Tecentriq, an anti-PD-L1
monoclonal antibody launched in 2018 and
used primarily for lung cancer, and ¥3.6 billion
from Gazyva, a treatment for CD20-positive
follicular lymphoma launched in 2018 to
which we actively promoted a switch from
Rituxan. In addition, market uptake
substantially exceeded expectations for
Perjeta, which obtained approval for the
additional indication of HER2-positive early
breast cancer in 2018, and sales increased
¥14.6 billion (90.7 percent) to ¥30.7 billion,
contributing significantly to results.
In addition, amid the emergence of various
new drugs in each area and their changing
position in treatment, we were able to
minimize the impact of the launches of
biosimilars for Herceptin and Rituxan by
maintaining sales volume for mainstay drug
Avastin and growing sales of new and
existing products. Meanwhile, overseas sales
of Alecensa, including exports to Roche,
continued to be firm due to its widespread
use in first-line treatment, increasing ¥15.8
billion (53.6 percent) to ¥45.3 billion.
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In 2020, despite the expected impact on
Avastin from the loss of premium pricing
status and from biosimilars, we aim for
further growth in the oncology area led by
Tecentriq, which obtained approval in 2019 as
a first-line treatment for small cell lung
cancer and triple-negative breast cancer, as
well as from market uptake of Gazyva,
Kadcyla, Alecensa and other products.

Bone and Joint Diseases
In 2019, sales in the bone and joint diseases
area in Japan increased ¥7.9 billion (7.9
percent), year on year to ¥108.4 billion.
Growth was driven by Actemra, a first-line
biologic for the treatment of rheumatoid
arthritis (RA) that is growing based on an
additional indication for a rare disease,
Edirol, which has been recognized as a base
treatment for osteoporosis, and Bonviva,
which is available in an oral formulation in
addition to the intravenous formulation.
Sales of Actemra outside Japan including
exports to Roche increased ¥7.7 billion (9.6
percent), to ¥88.3 billion due to firm global
sales by Roche.
In 2020, although there will be negative
factors in Japan including the expected
launch of a generic of Edirol, we foresee
growth in sales of Actemra outside Japan,
mainly due to further uptake of the
subcutaneous formulation for RA and sales
for giant cell arteritis, which became an
additional indication in 2017.

Renal Diseases
Sales in the renal diseases area in Japan in
2019 decreased ¥1.7 billion (4.7 percent), year
on year to ¥34.6 billion. Mircera, which only
needs to be administered once every four
weeks, has established a reputation in the
pre-dialysis segment for convenience and
long duration of action, and prescriptions are
increasing. However, sales decreased slightly
due to competition from biosimilars and other
therapeutic agents in the dialysis field and as
a result of the NHI drug price revision. Sales
of Oxarol decreased partly due to the impact
of generics.
In 2020, we aim to maintain and improve the
market presence of Mircera and Oxarol in
the pre-dialysis and dialysis stages through
ongoing provision of information and patientcentric activities rooted in our high level of
expertise in the area of renal diseases.

Other Diseases
Hemlibra is a bispecific antibody created
using Chugai’s proprietary antibody
engineering technologies. It obtained
approval and was launched in May 2018 for
routine prophylaxis in people with congenital
hemophilia A with blood coagulation factor
VIII inhibitors. In December 2018, Hemlibra
also obtained approval for an additional
indication for people with hemophilia A
without factor VIII inhibitors, enabling
administration regardless of the presence of
such inhibitors. The approval also allowed
dosing intervals of two weeks or four weeks
in addition to once-weekly administration,
enabling treatment options according to the

needs of people with hemophilia A and their
healthcare professionals. Because
Hemlibra’s product characteristics are
different from those of conventional
coagulation factor agents, we focused on
providing information on clinical results
demonstrating its high level of efficacy in
reducing the frequency of bleeding
episodes, and sales in Japan totaled ¥25.2
billion in 2019. In 2020, by focusing on
collecting and providing safety information
on people who are already using Hemlibra
as well as continuing our activities to
promote its proper use among people with
and without factor VIII inhibitors, we
anticipate further uptake of Hemlibra as a
treatment for congenital hemophilia A.
In the influenza segment, where Chugai
plays an important role as a provider of
Tamiflu, we focus on providing information
on the product’s safety and effectiveness,
including prevention of the disease, based
on extensive clinical data accumulated over
a long period. Sales of Tamiflu, including
sales for government stockpiles, were
¥10.6 billion.
Sales of CellCept, an immunosuppressant,
increased ¥0.3 billion (3.3 percent), to ¥9.3
billion in 2019 due to the effect of an increase
in kidney transplants and an increase in use
in treating lupus nephritis, a refractory
disease. Despite expectations of a decrease
in sales, we will continue to maintain a
presence in the transplant segment in 2020
and expect further uptake for lupus nephritis.

2019 Product Sales by Therapeutic Area (Billions of yen)

Oncology
Domestic
Total

240.5

(+6.6)

Kadcyla 9.0 (+5.9)
Avastin
95.6
(+0.0)

Herceptin
26.7
(-5.0)

Perjeta
30.7
(+90.7)

(+7.9)

Tecentriq
20.6
(+126.4)

Tarceva 4.5 (-45.8)

Bone and Joint Diseases
108.4

Alecensa
23.0
(+11.7)

Rozlytrek 0.0 (—)
Others 6.5 (+38.3)
Overseas
Alecensa
45.3
(+53.6)

Xeloda 8.0 (-36.0)
Rituxan
11.9
(-44.1)

Overseas
Neutrogin
9.9
(-10.8)

Alaglio 0.3 (+0.0)

Gazyva 3.6 (+500)

Bonviva 9.7 (+3.2)

Actemra
41.8
(+9.4)

Edirol
36.7
(+11.6)

Overseas
Actemra
88.3
(+9.6)

Others
13.0
(+5.7)
Suvenyl 7.2 (-7.7)

Renal Diseases
Mircera
22.2
(-3.9)

34.6

(-4.7)

Oxarol
6.9
(-5.5)

Other Diseases
54.1

(+44.3)

Hemlibra
25.2
(+740.0)

Note: Figures in parentheses are year-on-year percentage changes.
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CellCept
9.3
(+3.3)

Tamiﬂu
10.6
(+0.0)

Others
5.4
(-8.5)

Foundation Medicine 0.4 (—)
Overseas
Others
Hemlibra
8.6
3.6
(-42.3)
(+56.5)

Chugai in Action

Medical Affairs
●

Key Points of IBI 21

●

(2019-2021)

Acceleration and advancement of evidence generation to realize patient-centric healthcare
Promotion of innovative medical affairs by strengthening collaboration with stakeholders and actively introducing
new technologies

S

• Extensive track record in generating evidence
• Global collaboration with Roche and overseas subsidiaries

(Strengths)

W

• Systematic development of clinical research infrastructure

(Weaknesses)

• Improved quality of clinical research in association with the
promulgation of the Clinical Trials Act
• Increase in opportunities to use internal and external databases
following the promulgation of the Next-Generation Medical
Infrastructure Act
• Unmet medical need appearing with the advancement of medical care (Opportunities)
• Greater awareness due to the announcement of the JPMA’s
Consensus Statement on Medical Affairs Activities and Consensus
Statement on Medical Science Liaison Activities

O

T

(Threats)

• Increase in clinical research costs in association with the
promulgation of the Clinical Trials Act
• Potential paradigm shift due to disruptive technologies or other
factors
• Greater complexity of medical systems in association with the
development of many new drugs, the implementation of genetic
testing, etc.

Performance in 2019

37

155

29

Contract-based post-marketing studies

Staff with GCP Passport (Japan Society of
Clinical Trials and Research certification)

Number of joint preclinical studies

(2019)

(2019)

(As of January 31, 2020)

Functions
In addition to creating a steady flow of
innovative drugs, Chugai recognizes the
importance of ensuring that the value of its
products is delivered accurately to patients,
which will lead to better treatment. In support
of this objective, we have been focusing on
generating evidence on efficacy and safety in
the clinical setting and on the modes of action
of drugs through non-clinical studies (basic
research), as well as on supplying appropriate
information on the evidence generated from
clinical and non-clinical studies to healthcare
providers. We have also been working to
establish a global support system for postmarketing studies. We are one of the first
companies to operate a scheme for contractbased post-marketing studies to guarantee the
independence and transparency of research,
and have established a research support
structure that conforms to the GCP1 guidelines
of the International Conference on Harmonisation
of Technical Requirements for Registration of
Pharmaceuticals for Human Use (ICH) to
raise the quality and reliability of research.
We also established an implementation and
support system for post-marketing studies
under the Clinical Trials Act that was

promulgated in Japan in April 2018, and we
are supporting the implementation of multiple
clinical trials under this act. In addition, we
conducted database research based on the
Next-Generation Medical Infrastructure Act,
which was promulgated in May 2018. In 2017,
Chugai acquired third-party accreditation2 for its
medical science liaison (MSL) certification
program from the Japanese Association of
Pharmaceutical Medicine, and we maintain
global-level compliance standards, including
transparency in funding and appropriate
separation of marketing and medical affairs.3
At the same time, we are working to further
enhance our internal systems to help raise
the quality and scientific level of clinical and
preclinical (basic) research and to deal with
changes in our operating environment.
Furthermore, in response to the Consensus
Statement on Medical Affairs Activities and
the Consensus Statement on Medical
Science Liaison Activities (announced by the
Japan Pharmaceutical Manufacturers
Association (JPMA) in April 2019), and the
Guidelines for Prescription Drug Marketing
Information Provision (promulgated by the
Ministry of Health, Labour and Welfare in April
2019), we have established an appropriate
governance and compliance system for
conducting high-quality medical activities.

Main Medical Affairs Activities
Drug Discovery &
Early-Stage Development

Late-Stage Development

Generate
evidence

Formulate medical plans
Conduct activities to collect and provide appropriate information

Enhancing Intelligence Functions and
Measures for PHC
In January 2019, we started operation of
MI chat, an interactive program that uses
AI to respond to inquiries from healthcare
professionals. This program improves
convenience such as reducing the time spent
searching for information. We will continue to
work on innovation, including the use of new
digital technologies, to provide new solutions.
Future changes in the healthcare environment
are expected to include progress in establishing
preventive and treatment methods based on
the elucidation of pathological conditions
caused by diseases, genetics and other
factors as well as the establishment of
healthcare that takes environmental and
lifestyle differences into consideration. We will
respond promptly to this changing environment
by enhancing our intelligence functions, such
as using ICT and other means to obtain
medical information and gain insights from
its analysis. We also intend to provide more
suitable healthcare through the generation
of new evidence with higher scientific value
and other activities that provide solutions.
Through these measures, we will contribute
to the development of patient-centric medical
research and advanced healthcare.
1. Good Clinical Practice: Standards for conducting
pharmaceutical clinical trials

Post-Marketing

• Conduct industry-initiated
clinical studies
• Support investigator-initiated
clinical studies
• Conduct preclinical research

Main Initiatives and Progress

Contribute to
patient-centric
healthcare

2. Composed of evaluation criteria (a total of 222 items
in 42 categories) from the three perspectives of
independence from promotional activities (compliance
system), medical and scientific expertise, and the
training system. In the accreditation examination,
mail-in and on-site surveys of the evaluation criteria
are conducted to evaluate whether the MSL
certification program at the applicant company is
being properly implemented.
3. Activities that contribute to healthcare from a
scientific standpoint
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Drug Safety
Key Points of IBI 21
(2019-2021)

Maximization of the value of growth drivers through a commitment to promoting appropriate use
Provision of new value based on insights garnered from customer needs
● Strengthening of systems for evaluating drug safety from the early stage of clinical trials
●
●

• Industry-leading achievements (introduction of the database tool and
establishment of Safety Experts, etc.)
• Solid partnership with the Drug Safety Division of Roche Group
• A track record of industry activities in areas utilizing epidemiological
and medical data
• Rising need for safety information to effectively launch innovative
new drugs
• Possible automation of some business operations and solutions due
to disruptive technologies
• Deepening PHC and growing demand for provision of safety
information

S

W

(Strengths)

• Response to the constant shortage of high-quality human resources

(Weaknesses)

O

(Opportunities)

T

(Threats)

• Strengthening of global pharmacovigilance (PV) regulations in
Europe, Asia and other regions
• Dramatic increase in the volume of safety information
• Fewer opportunities to convey drug safety information due to tighter
regulations on visits to medical institutions

Performance in 2019

185 thousand

29

12 products

Cases for which safety information
was collected in clinical trials and
post-marketing studies

Lectures, papers and conference
presentations on drug safety

Enforcement of risk
management through RMPs

(2019)

(As of January 31, 2020)

Moreover, Chugai leads the industry in drug
safety evaluation and safety measures through
its wide-ranging and rigorous management
methods, such as management of distribution
and confirmation of conditions of use, for
numerous anticancer agents, innovative
new biopharmaceuticals and other drugs.

professionals.1 With these tools, which
include domestic post-marketing safety data,
we can respond in a timely manner to urgent
needs for safety information. In 2018, we
broadened our contribution through the
rollout of a clinical trial database tool that
presents safety information from clinical trials
submitted for regulatory approval so that
healthcare professionals can use new products
with confidence immediately after their launch.
In 2019, we added product information about
new approvals and additional indications. We
also use an app2 that supports adherence to
medication and helps to alleviate the anxiety
of patients undergoing treatment by facilitating
smooth communication between patients
and healthcare professionals. In addition, our
Safety Experts, who are professional safety
staff, are at the core of ongoing efforts to
provide safety consultations that meet the
needs of healthcare providers and to build
networks with local doctors and pharmacists.
Through these initiatives we aim to offer
safety measures that are closely attuned to
patient needs.

(2019)

Functions
In Japan and overseas, Chugai handles
numerous biopharmaceuticals, molecular
targeted therapies and other pharmaceuticals
with innovative modes of action. To promote
the appropriate use of these pharmaceuticals
around the world and gain acceptance from
patients and healthcare providers, Chugai
establishes pharmacovigilance protocols with
Roche and other partners and collects safety
information on a global level. We consider
expert safety evaluation and speedy decisionmaking to be essential for timely provision of
safety information and implementation of
measures to ensure safety. Consequently,
Chugai has established an independent Drug
Safety Division and a system directly linked
to management. Through measures such as
these, Chugai is building greater credibility,
with the aim of providing truly valuable safety
data and contributing to patients and healthcare
worldwide.

Main Initiatives and Progress
Collecting and Managing Safety
Information
Post-marketing surveillance, which includes
all-case registration surveillance and database
surveys, is conducted in (real world) clinical
settings to collect safety information
unobtainable in clinical trials. Data on safety
collected from medical institutions through
post-marketing surveillance are analyzed using
diverse methods including epidemiology.
Information on the results is provided to
medical institutions and announced via
scientific conferences, papers and other means.
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Leading the Industry in Risk
Management Plans
Chugai has been ahead of its competitors in
drawing up and applying risk management
plans (RMPs), and discloses them on its
website. Chugai considers RMPs to be part
of its commitment to patients and healthcare
professionals. In applying RMPs, we believe
we need to strengthen our ability to analyze
data from an epidemiological standpoint.
To achieve this, a specialized internal group
in charge of epidemiology functions is
cooperating with specialized companies and
others to help upgrade Japan’s epidemiological
database. We are also driving the industry in
ways such as proactively working to formulate
industry-wide recommendations and guidance
for database research for proposal to
regulatory authorities.

Communications on Safety
Chugai provides information on noteworthy
adverse events to medical institutions and
academic societies. We also distribute
information leaflets for patients, post
information on our website and present a
variety of lectures. In particular, our ability to
rapidly provide information according to
patient characteristics through the postmarketing surveillance database tool (PMS
DB tool) and safety information database tool
(SAFETY DB tool) that we began operating in
2016 has won praise from healthcare

1. Source: Online article by Nikkei Medical Publishing,
Inc. on AGING Web “Chugai’s Ideal Information
Prescription: ‘PMS and SAFETY Database Tools’
Providing Necessary Information to Those Who Need
It, When They Need It” (Japanese only)
Part 1 (November 10, 2017) https://project.
nikkeibp.co.jp/atcl21f/innovator/2017111001/
Part 2 (November 17, 2017) https://project.
nikkeibp.co.jp/atcl21f/innovator/2017111701/
2. A service developed by Chugai to support
multidisciplinary team care in cancer treatment. The
app is linked with MedicalCareSTATION, a completely
private SNS developed exclusively for healthcare
providers and operated by Embrace Co., Ltd., and
promotes drug adherence and adverse event
management.

Chugai in Action

Quality and Regulatory Compliance
Development of quality and regulatory compliance system for medical device program, regenerative medicine and
other fields
● Establishment of quality and regulatory compliance and governance for use of digital technology in PHC strategy
● Enhancement of global quality assurance standards and quality and regulatory compliance framework
●

Key Points of IBI 21
(2019-2021)

• Excellence in global inspections and quality assurance
• Corporate culture and organizational climate in pursuit of compliance
and quality
• Rising expectations on quality management through technology
revolution
• Advancement of pharmaceutical regulations and compliance for
global standardization
• Advancement in the use of digital technology

S

(Strengths)

O

(Opportunities)

W

• Response to expected cost performance demands and need for
high-speed development
(Weaknesses) • Global countermeasures against counterfeit pharmaceuticals

T

(Threats)

• Need for enhanced quality compliance in complex business
partnerships
• Strict demands for ensuring data integrity and the quality of digital
healthcare

Performance in 2019

8

78

37

5,274

Inspections by GMP
regulatory authorities

GMP/GDP quality audits

GCP/GVP internal audits

(2019)

(2019)

Number of examinations
of information and
lecture materials

(2019)

(2019)

Functions

Main Initiatives and Progress

Protecting the rights of patients and clinical
trial subjects and ensuring the reliability of
data are serious responsibilities for the
pharmaceutical industry. Chugai aims for
product and service quality that resonates
with all stakeholders under the slogan
“Quality That Inspires.” The Quality &
Regulatory Compliance Unit is responsible
for ascertaining trends in pharmaceutical
regulations and ensuring the soundness of
the quality management system spanning
our business processes. It also ensures the
reliability of data by confirming, improving
and verifying the validity of these business
processes through audits that cover the
entire product lifecycle, as well as by
introducing and operating a global IT system.
Moreover, in leading cross-divisional activities
for maintaining and improving quality, the unit
aims to foster a self-sustaining quality mindset
Company-wide and build a sturdier quality
management system.

Compliance with Guidelines for
Prescription Drug Marketing
Information Provision
Chugai responds promptly to new regulatory
requirements and has established a system to
conduct appropriate activities in accordance
with the Guidelines for Prescription Drug
Marketing Information Provision (announced
by the Ministry of Health, Labor and Welfare
in September 2018, and came into partial
effect in April 2019).

Establishing a Digital Compliance
System for Human-Derived Data
In anticipation of trends in the regulatory
environment, Chugai is taking the lead in the
use of digital technology for compliance with
the establishment of a digital compliance
system data that handles genomic and other
human-derived data.

November 2019, applicable from April 2020).
The update, which is part of our efforts to
strengthen global quality governance based
on our Policy for Regulatory Compliance and
Quality Assurance, codifies new quality
requirements for data integrity, which is a topic
of growing attention in regulatory inspections
in Japan and overseas, establishing it as a
quality requirement applicable to all GxP.

Fostering a Culture of Quality
Chugai has many procedures and rules to
enhance quality and regulatory compliance,
including the above, and continuously
updates its quality and regulatory compliance
systems and processes amid the ongoing
issuance of new pharmaceutical regulations.
Furthermore, we consider each employee’s
awareness of quality to be particularly
important, and we hold Quality Meetings at
each workplace (i.e. each division, overseas
subsidiary, etc.) in Japan and overseas as
forums to think about and discuss quality at
our front lines.

Enhancing Measures for Data Integrity
In 2019, Chugai demonstrated a flexible
response to recent changes in the regulatory
environment by updating its Guidelines for
Ensuring Regulatory Compliance and Quality
Assurance in the Product Lifecycle (revised in

In addition to complying with laws and
regulations, we will endeavor to anticipate
stakeholder expectations and demands to
continue making improvements and reforms
that deliver quality that inspires.

Digital Compliance System
Core Supervisory Organization
Quality & Regulatory Compliance Unit

External experts,
collaborators and supporters
(Lawyers, researchers, consultants, etc.)

Consultation
Collaboration
Support

Designated Organizational Group
Coordination

Digital Compliance Committee
Participating Divisions

Corporate Departments
(General Affairs, Legal, Audit, Digital
Strategy, IT Solutions, etc.)

Digital Compliance Officers
(Committee Members)
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Intellectual Property
Creation and use of a database of Chugai’s competitors to search out opportunities for utilizing the Company’s rights
Utilization of antibody engineering technology patents through licensing and other means
● Formulation and execution of a scenario for combating biosimilars and generics
●

Key Points of IBI 21

●

(2019-2021)

• Expanded and upgraded portfolio of technological patent applications
• Progress in securing rights for products

• Increasing importance of protecting intellectual property based on
the establishment of drug discovery technology infrastructure
• Increase in opportunities to generate intellectual property due to
progress in digital technology

S

W

(Strengths)

(Weaknesses)

O

T

(Opportunities)

(Threats)

• Negative impact on the development of technological patent rights
due to early applications for “Freedom to Operate” (FTO)*
• Limited to capturing one-time opportunities for utilizing
technological patents
• Ensuring FTO in the intense, competitive R&D environment
• Attacks by competitors on the Company’s patent portfolio, including
for biosimilar products

* The ability to conduct business without the possibility of infringing the rights of others

Performance in 2019

4,976

153

Number of patents held
(including pending applications)

New patents granted worldwide
(2019)

(As of December 31, 2019)

Functions
Chugai views its global intellectual property
(IP) strategy as the foundation for creating
innovative new drugs. By integrating it with
our business and R&D strategies, we protect
the competitive advantage of our products and
ensure operational flexibility. We focus resources
on and secure IP rights for high-priority R&D
projects. At the same time, we actively work
to secure rights outside Japan with a view to
global co-development with the Roche Group.
When we apply for patents for products, we
include filings for lifecycle patents related to
formulation, production method, diagnostic
method and PHC in addition to those for the
substance and use. We also work to establish
rights globally for significant drug discovery
technologies such as innovative antibody
engineering technologies, and use those
rights in planning and executing our IP
strategy. Moreover, we are building our

Number of Patents Held (Including Pending
Applications) and New Patents Granted
4,976

5,000

4,647

4,000 3,834 4,030

4,219
2,237

400
300

3,000
2,000
1,000

500

164

176

188

213

1,362

200

153

100
1,377

0

0
2015

2016

2017

2018

2019

Patents held (including pending applications) (left scale)
Oncology

Bone and joint diseases

Others

New patents granted worldwide (right scale)
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own database for patents related to antibody
engineering technologies, which are becoming
increasingly complex and sophisticated, and
are using this database to plan IP strategies,
including monitoring trends at other companies.

Main Initiatives and Progress
Integration of IP and Research
Strategies (Strategic Mix)
At Chugai, we view our antibody engineering
technologies as a core drug discovery
technology platform, and we are deploying
research and development strategies both to
cultivate basic technologies and to apply them
to product development. Since 2018, we have
been dispatching IP liaisons to the Fuji
Gotemba Research Laboratories and
Kamakura Research Laboratories to
strengthen cooperation at the initial stage
of research, and they are enhancing and
promoting a strategic mix that builds a
portfolio of our own technologies and
development compounds in the white spaces
(gaps) of technologies and rights. IP liaisons
hold monthly meetings to review intellectual
property with the Pharmaceutical Technology
Division, which is also promoting the same
strategic mix in manufacturing. In 2019, we
dispatched an IP liaison to the Collaboration
Promotion Laboratory at IFReC and began
similar initiatives there.

Current Patent Portfolio
Supported by technological development, we
have structured a well-balanced patent
portfolio that reflects the diversity of products
and development projects generated through
Chugai’s own R&D. Bone and joint diseases
account for approximately 27 percent of
patents by therapeutic area, oncology for

Continued to provide value through
resolution of disputes with
manufacturers of generics and
manufacturers of biosimilars

approximately 28 percent, and other areas
including chronic disorders, hematologic
diseases, and drug discovery technology for
approximately 45 percent. In 2019, Chugai
acquired 153 patents in Japan, the United
States, and major European countries, as well
as other countries worldwide.

Maximizing Product Value in Response
to Changes in the Competitive
Environment
With the globalization of our portfolio of
products developed in-house and the
expansion of our portfolio of development
projects and drug discovery and manufacturing
technologies, our competitive environment is
becoming increasingly intense. This requires
more sophisticated IP activities to maximize
the value of Chugai’s intellectual property
while respecting the effective rights of other
parties. This in turn will help to maximize the
value of our products, development projects
and technologies.
We carry out IP activities in close cooperation
with internal and external stakeholders
including Roche, Genentech Inc. and other
affiliated companies, outside attorneys,
and our business and legal departments.
In 2019, we had numerous successes in
maximizing product value, including a ruling
in favor of Chugai relating to Hemlibra at
the Intellectual Property High Court and the
implementation of a strategy for Herceptin
to respond to other companies’ biosimilars.
Chugai will deepen cooperation in its
intellectual property activities so that it
can continue to provide value to society.

Chugai in Action

Close-Up 2

Standout Initiatives under IBI 21
Introducing a New Personnel System in Japan

With a view to achieving the five strategies of mid-term business
plan IBI 21, we are introducing a new personnel system in April 2020.
It is important that all employees understand and follow the new
system, and the reasoning and purpose behind it. To that end, the
Human Resources Management Department has been cooperating
with HR Business Partner introduced in October 2019 to consider
and implement measures for promoting the system’s use. Following

explanatory meetings for employees, we will hold discussions to
identify issues and necessary measures at each division. To ensure
the greater satisfaction of employees, we will also make
enhancements to the personnel system intranet site, and consider
and implement methods for operating and promoting the use of the
system based on conditions at each division.

Yusuke Tokita

Masahito Kawasaki

Chizuko Tagawa

Human Resources
Management Group,
Human Resources
Management Dept.

Head of Marketing & Sales
Human Resource
Management Dept.,
Marketing & Sales Div.

Human Resource
Business Partner,
Project & Lifecycle
Management Unit

Contributing to Next-Generation PHC through Advances in Cancer Genomic Medicine
Although Japan is promoting cancer genomic medicine nationwide,
many issues remain – few patients are able to undergo gene panel
profiling, and the rate at which it leads to effective drug administration is
currently low, at about 10 percent to 20 percent – and understanding
and awareness of the significance of this domain have yet to become
sufficiently widespread. Consequently, Chugai has been intensively
disseminating information and holding study sessions for healthcare

professionals to introduce two key products as an integral set: the
cancer genomic profiling program FoundationOne CDx Cancer
Genomic Profile and Rozlytrek, a tumor-agnostic therapy. We feel that
these initiatives have begun to achieve a certain level of
understanding. Through ongoing collaboration with various parties,
we hope to help change cancer genomic medicine from “nextgeneration” to “standard” medicine.

Yusuke Yamashita

Yoshinari Kunihiro

Ryouta Ishibe

Precision Medicine Group,
Foundation Medicine
Business Dept., Foundation
Medicine Unit

FMI Planning Group,
Foundation Medicine
Business Dept., Foundation
Medicine Unit

Oncology Marketing &
Sales Promotion Dept.,
Marketing & Sales Div.

Maximizing the Value of Hemlibra
Hemlibra is a drug with the potential to significantly change the lives
of people with hemophilia A. To succeed, we must not only provide a
product but also conduct activities to increase its value for patients.
This entails consulting activities for healthcare professionals in close
communication with patients and their families, safety measures and
provision of information to minimize the risk of adverse effects such
as thromboembolism and thrombotic microangiopathy, and collection
of evidence regarding unresolved issues such as effectiveness for

treating complications of hemophilia A and the activity level of
patients. As we collect feedback throughout Japan from people who
have taken Hemlibra and share that information internally, we are
getting a stronger sense of the importance of this drug. The three
divisions responsible for providing solutions – Marketing & Sales,
Drug Safety and Medical Affairs – will continue working together to
develop better drugs for people with hemophilia A.

Satoru Ito

Haruko Yamaguchi

Naoto Oiri

Primary Lifecycle
Management Dept.,
Project & Lifecycle
Management Unit

Medical Science Dept.,
Medical Affairs Div.

PV & Safety
Science Dept.,
Drug Safety Div.
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Human Resources
Assignment of the right people to the right positions and provision of growth opportunities through position
management and talent management
● Promotion of talent management to quickly identify and develop leaders and highly competent specialists to
accelerate strategy execution and innovation
● Maintenance and deepening of employee engagement, fostering of an organizational culture for the pursuit
of innovation and accelerating the success of women
●

Key Points of IBI 21
(2019-2021)

Performance in 2019

13.7%

12.3%

188

Ratio of female managers1,2

Ratio of female managers2
(With subordinates)

Number of employees posted through the
Roche Human Resource Exchange Program

(2019)

(2004–2019)

(2019)

1. Number of female managers as a percentage of the total number of managers
2. Non-consolidated employee basis: Calculated based on Chugai Pharmaceutical (nonconsolidated) employees, including employees assigned to affiliated companies and external companies.

Talent That Spearheads Innovation
Our people are our greatest asset in generating
innovation to realize our Mission, and we
therefore position human resource
management as a key management theme.
Our Envisioned Future is to become a top
innovator in the healthcare industry. Chugai
will pursue this objective by building
understanding and connection with the
Mission Statement (corporate philosophy)
among all employees. Furthermore, we will
encourage employees to embody the
Mission Statement while fulfilling their
potential in accordance with their role.

Establishing an Organizational
Culture That Generates Innovation
Chugai provides career development support
over many years so that employees can excel
in roles that reflect their expertise and ability,
as well as their aptitude.
Since 2012, we have instituted various
measures and systems, including introducing
a talent management system, promoting
diversity and revising our personnel systems.
As a result of these initiatives, we have
secured leaders capable of driving sustainable
growth, assigned roles and growth

opportunities according to each individual’s
ability and aptitude, and created an environment
that supports the success of women.
At the same time, the pace of change in the
business environment is escalating. Clarifying
each employee’s approach and responsibilities
to improve quality and speed in strategy
execution will be essential to realizing our
management strategies and establishing a
competitive advantage. In addition to these
issues, an important theme is to support our
employees in proactively taking on challenges
to generate innovation and new added value.
We have determined the following human
resource management priorities as measures
for these objectives and themes. With these
measures, we aim to establish an organizational
culture in which employees support each
other to continuously generate innovation.
1. Assignment of the right people to the
right positions and provision of growth
opportunities through position management
and talent management.
2. Promotion of talent management to quickly
identify and develop leaders and highly
competent specialists to accelerate strategy
execution and innovation.
3. Promotion of diversity and inclusion (D&I) to
accelerate the success of women.

In addition, to promote organizational reforms
linked to IBI 21, we switched to a new
employee survey in 2018 to set more
ambitious targets and identify issues more
accurately. From 2020 onward, we will revise
our personnel and remuneration systems to
promote changes in attitude conducive to a
corporate culture that embraces challenge.

Main Initiatives and Progress
Introducing a Balanced Personnel
System That Assigns the Right People
to the Right Positions to Reflect Roles
and Results
The personnel system we are introducing in
April 2020 will determine grades and wages
based on the value of duties performed in
each position, and assign the right people to
the right positions. We have also designed it
so that personnel can be assigned to
management positions regardless of age,
which will enable us to fast-track young
employees. Moreover, setting and strictly
implementing rules for assignment and
dismissal will promote the rejuvenation of
the organization.
Position profiles delineate the duties,
performance responsibilities and human
resource prerequisites required, as well as
the criteria and processes for assignment

The All-Employee Survey
In 2018, Chugai conducted an all-employee survey to identify the
organizational issues requiring reform in order to achieve its
Envisioned Future and promote the strategies of IBI 21. The
results showed that employee engagement was at a very high
level, on par with strongly performing global companies, and
suggested that establishing an environment where employees
reach their potential would spur further innovation. Based on
this, we are conducting initiatives on both tangible and intangible
levels to resolve issues including implementing a framework to
optimize Company-wide resources, introducing a personnel
system that rewards employees who take on challenges and
produce good results, establishing a system that allows
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employees to take the initiative in making their proposals a reality,
and fostering personal commitment in the “patient-centric”
approach that is part of Chugai’s Envisioned Future and Core Values.

Question
Categories

Employee engagement; environment for utilizing
employees; strategy and direction; leadership; quality
and customer orientation; respect for individuals;
opportunities for growth; compensation and benefits;
performance indicators; authority and discretion;
resources; education and training; framework for
collaboration; business processes and organizational
structure; and innovation

Chugai in Action

and dismissal, and are made available to
employees. Identifying all positions in the
Company and the requirements for assuming
those positions will facilitate self-directed
career development and the ability to assume
higher-level roles. We will also introduce a
“challenge assignment” system that allows
early selection for promotion, and expand
our in-house job posting system to cover
management positions.
Remuneration will be set at a level that is
competitive according to the value of relevant
duties, but we will also set indicators both for
the performance required for a job (commitments)
and for taking on challenges beyond that
(targets). By doing so, we will improve
satisfaction with evaluations and promote and
support a spirit of challenge among employees.
Talent Management

Structuring Human Resource
Development Plans with the Strong
Commitment of Management
Chugai conducts talent management to
identify and develop leaders and highly skilled
specialists at an early stage in order to realize
its corporate strategy and accelerate the
creation of innovation.
Since 2012, Chugai has been promoting a
talent management system for developing
individuals based on visualization of human
resources and their capabilities.
We are creating a talent pool of future
management candidates in each department,
discussing the selection of successor
candidates for major positions in Japan and
overseas as well as medium-to-long-term
policies for cultivating successors, and
formulating individual human resource
development plans. To expedite the
development of successor candidates,
executive management and department
managers discuss the plans, hold training
and strategically allocate human resources
to strengthen leadership.
In addition, we identify leadership and highly
skilled specialist positions that are important
for realizing our corporate strategy, and work
to acquire and develop suitable candidates. To
this end, we hold discussions among executive

management and department managers,
select human resources from inside and
outside the Company, formulate and
implement plans for their assignment, and
monitor the status of their development.
Under IBI 21, we will review our training
system to improve our ability to acquire,
develop and deploy world-class human
resources with the aim of identifying and
training them more quickly. In addition to
talent management, we will also use position
management to assign the right people to the
right positions throughout the Chugai Group.
Establishment and Enhancement of the
Foundations of Human Resource Management

Promoting D&I and Work-Life Synergy
to Improve Productivity
Chugai has positioned D&I as a material issue
for the establishment and enhancement of the
foundations of human resource management.
We believe that D&I, which leads to the
creation of a diverse workforce that works
together with enthusiasm, is essential in order
for employees to generate new value – in
other words, diversity is necessary for
generating innovation. As such, in 2010 we
launched a working team led by the president,
and in 2012 we established a dedicated
organization that has since been conducting
initiatives to promote diversity.

To promote gender diversity, we conduct
annual training for prospective managers and
leader candidates to help women plan and
develop their careers. In 2019, we continued
to conduct various measures to promote the
success of women, including task
management training for managers of
employees using the short-time work system
for childcare, in order to facilitate team
members’ career planning and growth while
navigating life events. To promote the success
of older employees and foreign employees in
Japan, we are building awareness of their
potential through training and other programs
and creating environments including workplace
systems to help them play active roles.
Meanwhile, amid demands for more active
participation by diverse human resources, we
conducted e-learning on the topic of
unconscious bias for managers, who play a
key part in promoting D&I. We aim to enhance
managers’ practical workplace skills through
this three-month program to help them
recognize and control their own bias.
We also provide work arrangements and
support systems so that all employees can
benefit from work-life synergy that
accommodates a variety of life events
including childbirth, child care and nursing
care. With respect to “work-style reform,”
which is currently a focal issue in Japan,
studies and initiatives between labor and

Establishing Systems and Environments to Promote the Success of Diverse Employees
More flexible
workplaces

• Telecommuting system (maximum 10 days per month; no maximum for “spot” telecommuting3)
• Satellite office (pilot introduction)
• Introduction of free address workspace (Head Office)

More flexible
work schedules

• Flextime system (core time reduced to 11:30–13:30)
• Discretionary work system (for researchers)
• Paid leave system in units of half-days or hours

Support for work-life
balance

• Support plan for living with spouse who is transferred (MRs)
• Use of Company vehicles to take children to/from childcare
• Consortium-managed childcare center (Head Office)

Support for career
planning

• In-house job posting system
• Leave for education and acquisition of qualifications
• Volunteer leave system
• Registration program for rehiring employees who left the Company due to marriage, spouse
transfer, childcare or nursing care
• Introduction of concierge for finding nursery care

3. Telecommuting for short periods before leaving home or after returning home (usable in units of 15 minutes)

Cooperation to Promote and Spread Group-Wide
Personnel Strategies
To resolve medium-term management issues and achieve its business targets, the worldwide
Chugai Group is fostering a culture of innovation and conducting talent management. In May 2019,
personnel managers from overseas affiliates gathered in Japan to deepen their understanding of
the Group-wide personnel strategies of IBI 21. Participants shared issues and success stories
from each company on the theme of raising employee engagement as they formulated specific
action plans for each company.

Workshop
at the Global HR Forum
外国籍社員向けフォローアップ研修
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management are under way with the goals of
improving the work environment to enable
employees to fully demonstrate their
capabilities and promoting innovation by
organically combining diverse knowledge.
Promoting D&I and work-life synergy is all
about supporting the autonomy and growth of
individuals to help realize an organization that
generates innovation, which in turn contributes
significantly to improving organizational
productivity and increasing corporate value
over the medium to long term.
IBI 21 sets forth a target outcome of
innovation stories generated by leveraging
the strengths of D&I, and we have created
a roadmap for expedited realization of our

strategies. Based on respect for different
values and ideas, we are working to address
the following three issues to foster an
inclusive organizational culture in which
diverse human resources can succeed and
pursue innovation.

We are targeting a 16 percent or higher female
manager ratio (non-consolidated employee
basis) by the end of 2021, and will continue to
focus on career planning and development
measures for women.

1. Fostering an organizational culture that
generates innovation and is accepting of
failure

Results of Work-Style Initiatives
(Non-consolidated)

2. Improving engagement of diverse talent
3. Proactively appointing and deploying
women and people from different cultures
and backgrounds to take on business
challenges

Rate of annual paid leave taken
(average days taken)
(April 2018 – March 2019 results)

61.2%
(13.6 days)

Average overtime hours per month4
(April 2018 – March 2019 results)

5.6 hours/
month

Percentage of male employees taking
childcare leave (average days taken)
(2019 results)

83.9%
(14.7 days)

Percentage of employees using the
telecommuting system5
(2019 results)

50.1%

4. Excluding employees on a defacto or discretionary
working hours system
5. Excluding MRs

For four years in a row since fiscal 2014,
Chugai was selected as a Nadeshiko
Brand for its exceptional record in
promoting the success of women.

Non-Japanese employees engaged in follow-up training

D&I Roadmap for Promotion IBI 21

2019

2020

2021
Employee Survey

Fostering an organizational
culture that generates
innovation and is accepting
of failure

• Identify structural issues through
the all-employee survey
• Consider introducing measures
to enhance dialogue between
supervisors and staff

• Conduct detailed analysis of
issues and study and implement
measures
• Create opportunities to connect
employees across departments
• Introduce measures to enhance
dialogue between supervisors
and staff
• Conduct detailed analysis of
issues and study and implement
measures
• Clarify and regulate EVP6 and
study measures for its
penetration

Improving engagement
of diverse talent

• Reinforce behavior that
generates innovation

IBI 21
Target Outcome

• Increase opportunities for
growth and taking on
challenges
• Increase challenges that
employees take on voluntarily
• Strengthen measures for
establishing EVP

• Promote personnel exchange within the Chugai Group and provide training opportunities
• Promote success of diverse talent by enhancing management capabilities

Proactively appointing
and deploying women
and people from different
cultures and backgrounds
to take on business
challenges

Promoting work-style
reform as the foundation
for resolving issues in
D&I promotion

• Establish a system for departmental
commitment to promote the
success of women

• Clarify issues in career
development, and study and
implement solutions

• Actively recruit, retain and create promotion opportunities for people from different cultures and backgrounds

• Roll out measures for building
understanding of the purpose
and signiﬁcance of work-style
reform

• Pursue work-style efﬁciency
• Increase work-style ﬂexibility
• Improve communication quality
to generate innovation

• Review and enhance systems, mechanisms, tools, workspaces, etc.
• Reform work processes
6. Employee Value Proposition: The value a company can provide to its employees
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• Further expand opportunities
for women to succeed in the
Chugai Group
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• Pursue work-style efﬁciency
• Improve communication quality
to generate innovation

Innovation
stories that
leverage the
strengths of D&I

Chugai in Action

Human Rights
Key Points of IBI 21
(2019-2021)

Continue to conduct human rights awareness training
Conduct human rights due diligence, including for suppliers
● Cooperation with third-party organizations to execute measures for resolving social issues
●
●

Performance in 2019

Continued to conduct human
rights awareness training

8
Supplier evaluations conducted
based on the PSCI Principles1

Continued to exchange opinions
with third-party organizations

1. The Pharmaceutical Industry Principles for Responsible Supply Chain Management established by the Pharmaceutical Supply Chain Initiative (PSCI), a non-profit group of global
pharmaceutical companies

Basic Approach

Issues and Initiatives

At Chugai, we declare our respect for
human rights in the Chugai Group Code of
Conduct, which is based on our shared Core
Values. This is because we believe that a
culture of respect for human rights is
indispensable for a highly productive
company where employees can work
comfortably. It is also a cornerstone for a
company to be recognized as a member
of society and to earn trust. In respecting
human rights, we aim to realize workplaces
that prize diversity, where each person
values his or her own feelings and accepts
the values of others – allowing everyone to
fully demonstrate his or her abilities, based
on an organizational climate of appreciation
for oneself and others. People in such
a workplace can work creatively with
enthusiasm and engagement, thus
increasing their achievements. Moreover,
helping build each employee’s achievements
will lead to improved productivity as an
organization. We believe that the actions
of individuals who raise their sensitivity
to human rights and show respect for
others in a workplace where human rights
are respected in this way can also help
to eliminate social discrimination and
infringements of human rights in society
in general through corporate activities and
their private lives.

Chugai has been conducting human rights
initiatives for its employees in areas such as
prohibition of workplace discrimination and
harassment, respect for employee diversity,
and safety and health. Furthermore, to
conduct business activities in various
regions of the world as a global company,
we recognize the need to address human
rights issues in our entire supply chain,
including labor-related rights at stakeholders
involved in our business activities. Based on
the United Nations’ Guiding Principles on
Business and Human Rights (UNGPs),
we formulated the Chugai Group Human
Rights Statement and conducted employee
training on corporate responsibility to
respect human rights as set forth in the
UNGPs. For supplier management, in
addition to our conventional measures for
stable supply and quality control, we have
formulated guidelines based on the PSCI
Principles for conducting human rights and
environmental risk assessments and have
started human rights due diligence.

Today, companies are expected not only to
conduct in-house initiatives regarding
business and human rights, which have
been increasing in importance as a social
issue, but also to conduct business activities
that respect human rights throughout the
entire supply chain. With our deep
involvement in people’s lives and health as a
member of the healthcare industry, we are
promoting measures with a greater
awareness of respect for human rights.
Chugai Group Human Rights Statement
https://www.chugai-pharm.co.jp/english/
sustainability/humanrights/policy.html

and expressed their expectations that we
should incorporate and implement due
diligence in our business activities based on
the nature of approaches to human rights
issues when conducting audits.
Based on the opinions received through this
dialogue, we will also call on our business
partners to comply with laws and social
norms and respect human rights, as we
conduct our human rights due diligence.
Specifically, we will work with those partners
in considering working conditions in ways
including eliminating child labor and forced
labor, prohibiting all forms of discrimination by
race, gender or other attributes, respecting
the dignity of individual employees and
maintaining safety and health.

©2019 Caux Round Table Japan
Roundtable dialogue

Employee training

In October 2019, Chugai participated for the
second year in the Business and Human
Rights Conference in Tokyo sponsored by
Caux Round Table Japan (the eighth yearly
conference), and engaged in dialogue with
individual experts from overseas. We received
opinions and advice regarding procedures for
and implementation of human rights due
diligence for suppliers and methods of
supplier management. We provided an
explanation of the supplier management
initiatives that Chugai has been conducting,
and the experts evaluated those initiatives

In addition, Chugai has established an
Anti-Bribery Policy as part of the proper
management of its corporate activities.
As well as setting our own code of conduct,
it prohibits our business partners from
engaging in bribery of government officials,
civil servants, corporate staff and other
parties, whether corporations or individuals.
We will continue our comprehensive efforts
to prevent bribery.
We recognize Chugai’s responsibility for
respecting the human rights of all people
involved in its business activities, and will
work to fulfill that responsibility by ensuring
that we do not infringe on the human rights
of these people, and by responding
appropriately with corrective action in the
event of an infringement.
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Environment, Health and Safety
Key Points of IBI 21
(2019-2021)

Establishment of a global EHS promotion system
Achievement of mid-term environmental goals and formulation of new mid- and long-term environmental goals
● Execution of priority items for health and productivity management and reassessment of evaluation indicators
●
●

Performance in 2019

-9.9%

91.6%

Energy consumption per
employee compared with 2010

Waste recycling ratio

Final disposal ratio

(2019)

(2019)

1

1.1%

1

1

(Large Enterprise Category)

(2019)

1. Chugai Group in Japan

Functions
As an R&D-driven pharmaceutical company,
Chugai is engaged in many specialized
scientific activities. One aspect of those
activities involves handling numerous
antibodies and highly active pharmaceutical
substances. We consider environmental
protection and health and safety to be
fundamental to the success of our business
activities.
At the same time, the demands of society
have grown more diverse and sophisticated.
Integrated management of environment,
health and safety is required worldwide
because of the close connection between
environmental protection and health and
safety. Accordingly, in 2016, Chugai developed
an integrated management system for EHS
and has been implementing the PDCA
cycle for ongoing improvement of its EHS
promotion activities based on a consistent
policy Company-wide, from top management
to each facility.
To utilize the PDCA cycle effectively, we
began safety risk assessments in 2014, and
then following the integration of EHS
management, we introduced EHS risk
assessment in 2017 to eliminate EHS risks
in the workplace. Since 2008, we have
implemented a Group-wide assessment
system to reduce the risk of occupational
injuries from exposure to all substances
handled, not only restricted substances.

outlined in the recommendations of the Task
Force on Climate-related Financial
Disclosures (TCFD)2 and will use it to address
climate change risks and opportunities and
further enhance disclosure of information.
2. Disclosure of climate-related information that has a
financial impact on a company
TCFD
https://www.fsb-tcfd.org/

Main Initiatives and Progress
Promotion and Progress of
Environmental Protection Activities
Chugai’s aims encompass not only its
own sustainable development but also
environmental protection in local
communities and globally. We have set
priority items to be addressed as well as
medium-to-long-term targets.
Chugai has designated climate change
countermeasures, energy conservation,

Mid-Term
Environmental
Goals
(Target year: 2020)

resource conservation and waste
management, biodiversity protection,
prevention of environmental pollution and
improvement of environmental literacy as
priority items. In 2010, we set four mid-term
environmental goals focusing on management
of energy consumption and waste from a
medium-term perspective, with 2020 as the
final year. We are implementing the PDCA cycle
and conducting initiatives to meet these goals.
As measures to conserve energy, we are
reducing energy consumption by introducing
highly energy-efficient facilities, switching
fuels, introducing eco-friendly cars, and
conducting an energy conservation program
in daily business activities while curbing
greenhouse gas emissions,3 which is the
key to combating climate change. To prevent
environmental pollution, we are also working
to reduce the use of CFCs and HCFCs to
halt the destruction of the ozone layer, and
to prevent the leakage of environmental
pollutants. In waste management, we aim

• Energy consumption per employee: 20% reduction compared with 2010
• Average fuel efficiency of MR fleet: 16 km/L or higher
• Discontinue use of chlorofluorocarbons (CFCs) and hydrochlorofluorocarbons (HCFCs)
• Zero emissions of waste:5 Three facilities
• Energy consumption: Reduction of 2% or more compared with the
previous year ............................................................................................................. 2% reduction
• CO2 emissions: Reduction of 2% or more compared with the previous year .............. 3% reduction
• Ratio of eco-friendly cars:6 80% or higher ................................................................ 81%
• Average fuel efficiency of MR fleet: 16 km/L or higher ........................................... 19.6 km/L
• Recycling ratio: 95% or higher .................................................................................. 91.6%

EHS management extends throughout the
value chain, from the procurement of raw
materials to the manufacture of products
and their supply to patients and healthcare
professionals. Going forward, we intend to
broaden our activities to cover the overall
value chain in closer cooperation with
customers and suppliers, partners and
industry organizations.
As the effects of climate change become
more severe year after year, stakeholders,
including investors, have been calling
for adequate disclosure of its impact on
corporate business activities. To meet these
stakeholder demands, Chugai is conducting
a scenario analysis based on the framework
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Environmental
Goals for 2019

• Final disposal ratio: Lower than the previous year (2018: 1.2%) ............................. 1.1%
• On-site verification of waste disposal contractor facilities: 100% over a threeyear period................................................................................................................. 49% over a twoyear period
• Plain paper copier (PPC) paper purchased: Less than the previous year
(2018: 147 tons) ......................................................................................................... 126 tons
• Recycling ratio for PPC paper: 80% or higher ........................................................... 76%
• WET tests: Conduct at each plant and research laboratory once every year........... Conducted once
during the year
• Cancer screening participation rate:7 90% or higher

Mid-Term Health
and Safety Goals

• Percentage of employees at high risk for lifestyle diseases: 2% or lower by 2020
• Awareness of Company programs: 90% or higher
• EHS risk assessment: Conduct at each site at least once every three years

5. A waste recycling ratio of 99% or higher
6. Includes hybrids and fuel-efficient vehicles
7. Screening rate for lung, breast, gastric, colon and cervical cancer

Chugai in Action

Initiatives by Theme
Theme

Details of Initiatives

Implementation of EHS risk assessment
Workplace safety measures

Create work environments that are free from unacceptable EHS risks.

Climate change countermeasures
Energy conservation

Reduce greenhouse gas emissions by reducing energy consumption. Focus not only on reducing energy consumption at plants and laboratories
but also promoting eco-friendly cars in the MR fleet and other Company-wide initiatives.

Resource conservation
Waste management

Achieve zero emissions of waste by improving recycling ratio and further reducing landfill waste.
Promote awareness of effective use of water resources by monitoring water consumption and wastewater discharge.

Biodiversity protection
Prevention of environmental pollution

Curb destruction of the ozone layer by eliminating usage of specific CFCs. Prevent emissions of pollutants into the environment by observing
laws, regulations, agreements and other rules for air, water quality and soil. To protect the water environment, conduct whole effluent toxicity
(WET) tests and participate in river water and environmental conservation activities for rivers used by plants and laboratories.

Improvement of environmental literacy

Circulate information on laws and regulations among related staff and raise awareness through ISO 14001 internal auditor training.

Chemical substance management

Advance the establishment of a system for proper management of chemical substances, and promote safety and the prevention of environmental
pollution. Continue risk assessments to prevent exposure to substances handled.

Reduction of environmental risk

Ensure thorough compliance with environmental laws and regulations by conducting extensive environmental law checks through external
consultants.

Employee health management
Improvement of health literacy

Maintain a support system based on cooperation with the health management organization and related departments. Improve health literacy as
the basis for all health and safety activities, and conduct training for all employees.

Support for employees with cancer

Step up recommendations for screening for early detection of cancer and provide enhanced support for continuing to work while undergoing
cancer treatment.

Measures to prevent and treat
lifestyle diseases among employees

Recommend check-ups for high-risk individuals and provide health guidance to those diagnosed to reduce leaves of absence, job departures and
accidents caused by lifestyle diseases.

Measures for employee mental health

Conduct a return-to-work program for employees on leave due to mental health issues and implement working environment improvement
measures based on the results of stress checks in cooperation with related departments.

Measures to address employee
presenteeism (working while sick)

Plan, implement and determine the effectiveness of measures based on health survey results.

to increase the waste recycling ratio and
further reduce landfill waste to achieve zero
emissions of waste, and our initiatives are
yielding results.
We are conducting risk management for
water, given its importance as a raw material
in pharmaceutical manufacturing and as a
crucial global resource. As water-related risks,
Chugai considers raw material procurement
risks and water damage risks in distribution.
Although Chugai believes its procurementrelated risks to be low at present, it monitors
the volume of water it uses and the
wastewater it discharges each year, and is
building awareness of the effective use of
water resources. Chugai’s countermeasures
for the risks to stable supply posed by water
damage include diversification of risk such as
by storage and management at multiple
storage facilities.
Moreover, from the standpoint of protecting
biodiversity, we began conducting WET tests4
in 2013 to ascertain the ecological impact of
wastewater discharged from our facilities.
The purpose of this additional test is not only
meeting the effluent standards of laws and
regulations, but also making a general
judgment of the ecological impact of
chemicals involved in wastewater. In 2019,
we again conducted a WET test once at each
plant and research laboratory, and confirmed
that there were no problems. We also took
our initiatives one step further as employees
assisted with tree thinning in the wooded
highlands of Kawanehoncho in Shizuoka

Prefecture, the source of water for the Fujieda
Plant, as part of efforts to conserve water at
production facilities. As well as minimizing the
environmental impact of production activities,
we want to help conserve the water resources
Chugai shares with local residents. In our
business activities, we use water with care
and release it in a clean state, and we will
continue with activities to maintain forests
that sustain clean water.

3. We received independent verification of our 2019
greenhouse gas emissions associated with energy
consumption, leakage of CFCs and HCFCs, use of
aircraft for business travel, transport and delivery
from logistics centers to wholesalers, and industrial
waste generated.
4. Whole effluent toxicity test: A method for
comprehensive evaluation of the safety of
wastewater and the aquatic environment by
determining the impact on crustaceans (Daphnia),
algae and fish (Oryzias latipes and others) immersed
in diluted wastewater

GHG Emissions
Scope 1: 48,089 tons
Direct emissions from fuel combustion: 47,271 tons

Fugitive emissions: 818 tons

Fluorocarbons, etc.
from business activities
Plants:
30,990 tons
Research labs: 13,330 tons
Overseas:
0 tons

Branches: 2,933 tons

Head Office: 18 tons
Distribution: 0 tons

Fluorocarbons: 736 tons

CO2, etc.: 82 tons

Japan: 736 tons
Overseas: 0 tons

Japan: 79 tons
Overseas: 4 tons

[

] [

Scope 2: 61,226 tons

Scope 3: 5,587 tons

Indirect emissions from the generation
of purchased energy (electricity, heat)

Indirect emissions other than Scope 1 and 2

Plants:
Research labs:
Branches:
Head Office:
Distribution:
Overseas:

32,123 tons
24,143 tons
1,027 tons
619 tons
568 tons
2,746 tons

Category 4
(delivery, upstream)
Distribution from
distribution bases
to wholesalers:
112 tons

Category 5
(waste materials)

Category 6
(Business travel)

Industrial waste generated
by business activities:
599 tons

By aircraft:
4,876 tons

[

Japan:
568 tons
Overseas: 31 tons

]

]
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Promotion and Progress of Health and
Safety Activities

Of course, in addition to these preventive
measures, we continue to conduct our
existing programs to support employees
during cancer treatment and after they
return to work, as well as mental health
awareness activities.

measures to address employee presenteeism
(working while sick), improvement of health
literacy and workplace safety measures. In
September 2019, the Chugai Group announced
the “Chugai Group Non-Smoking Declaration”
to promote health management and further
strengthen measures against smoking, which
is strongly linked to cancer and lifestyle-related
diseases. With the aim of reducing the smoking
rate among employees to zero percent by
December 31, 2030, we have decided to
prohibit smoking altogether throughout the
Company. To improve health literacy, we
provided education on lifestyle-related diseases
as part of the Chugai Group Code of Conduct
(CCC) and human rights training. We are
working with related departments to improve
organizational health using the results of
stress check organizational analysis.

Chugai engages in health and safety activities
as one aspect of its health and productivity
management, in the belief that sound
employee physical and mental health and a
satisfying and rewarding work environment
where all employees can do their jobs with
enthusiasm are the foundation for growth.
To create such an environment, we established
a Company-wide health and safety promotion
framework in 2017 based on a policy of
cooperating with the health insurance society
and the labor union in simultaneous pursuit of
both individual and organizational health. We
also established six priority items: support for
employees with cancer, measures to prevent
and treat lifestyle diseases among employees,
measures for employee mental health,

Climate Change Countermeasures
Total and Per-Employee Energy Consumption

CO2 Emissions and CO2 Emissions per Employee

The Chugai Group’s energy consumption and energy consumption per
employee in 2019 decreased 2 percent respectively compared with the
previous year. In addition to introducing highly energy-efficient equipment
and switching fuels, the Group introduced a system for visualizing energy
use as measures to promote energy saving in daily business activities.

Total CO2 emissions decreased 3 percent from 2018 to 108,497 tons.
CO2 emissions per employee decreased 0.3 tons. Factors included
significant progress on measures to reduce gasoline and diesel oil
consumption in the MR fleet, such as introduction of eco-friendly cars
and promotion of eco-driving.
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(electricity and heat) are included from 2018. Overseas emissions were 2,745
tons in 2019.

Resource Saving and Waste Reduction
Ratio of Eco-Friendly Cars

Industrial Waste

As of December 31, 2019, Chugai had introduced a cumulative total
of 1,278 hybrid and fuel-efficient vehicles in its MR fleet. The ratio of
eco-friendly cars was 81 percent, remaining above the target of 60
percent. Since the MR fleet is being continuously reduced, the
number of gasoline and diesel vehicles is also decreasing.

The amount of industrial waste generated increased 12 percent
compared with 2018 to 3,182 tons, although progress was made on
several measures to reduce that amount, such as at Fujieda Plant, the
largest generator of waste oil, which enhanced its wastewater
treatment facilities to separate water from aqueous waste oil.
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Chugai in Action

Social Contribution and Global Health
Key Points of IBI 21
(2019-2021)

International contribution in the field of global health
Contribution to health in local communities
● Promotion of understanding of diversity to achieve a society of co-existence
●
●

Performance in 2019

592
Promoted awareness of
and supported para-sports

Participants in 24-hour charity
event Relay for Life Japan
(Chugai employees and
their family members)
(2019)

1.

Conducted projects to
promote safer childbirth and
maternity healthcare in
Myanmar, and measures for
people living with
noncommunicable diseases

Participated with Roche in
the World Federation of
Hemophilia Humanitarian
Aid Program1

Together with Roche, Chugai Joins the World Federation of Hemophilia Humanitarian Aid Program
https://www.chugai-pharm.co.jp/english/news/detail/20190206150000_594.html

Chugai’s Social Contribution
Activities
As a responsible pharmaceutical company in
healthcare, we work to raise awareness of
diseases.
In the area of social welfare, in conjunction
with our business activities in the renal and
bone and joint areas, we conduct ongoing
donations of specially equipped para-transit
vehicles as we understand the importance of
transportation assistance services for people
who require in-home nursing care. Regarding
support for the next generation, as a company
that deals with leading-edge science we
conduct activities to raise awareness of
science and medicine among students, from
elementary school children to university
students, as well as among adults.
Moreover, we cooperate with local
communities and engage in disaster
preparedness education, mainly in areas
where our research laboratories and plants
are located. We also support para-sports
to help create a society where everyone
can participate in sports.
Basic Concept of Social Contribution Activities
https://www.chugai-pharm.co.jp/english/
sustainability/community/concept.html

Main Initiatives for Social
Contribution
Disease Awareness
Chugai participates in a variety of activities to
support cancer patients and their families.
One such activity is Relay For Life Japan, an
awareness support campaign that forges
ties in the fight against cancer. This event, a
24-hour walk-a-thon in which cancer patients,
their families and supporters participate
as relay teams, was held in 48 locations
throughout Japan in 2019. Chugai employees
have participated as volunteers in Relay
For Life Japan since 2007. A total of 600
employees took part as “Team Chugai” at
31 locations in 2019.

This year, we also conducted the awareness
raising activity of screenings with the
“Try! Scope,” which uses a fiberscope,
and participants in various locations
enjoyed the experience. As Team Chugai
members provided explanations, participants
experienced a simulated endoscopy, gaining an
understanding of the importance of screening
and early detection and treatment. We also
promoted understanding of the importance
of screening by using “Try! Scope” in health
events hosted by local governments.

Association proposed it as a concept in 2007
and has been working to prevent the
syndrome, establish measures for coping
with it, and improve awareness. In cooperation
with the prefectural chapters of the Japanese
Clinical Orthopaedic Association, Chugai holds
the Musculoskeletal Disorder/Bone and Joint
Forum 10 or more times a year to deliver the
latest information to healthcare professionals.
We will continue helping to promote healthy
life expectancy through this activity.

Support for Para-Sports
Chugai co-sponsors the Japanese Para-Sports
Association (JPSA) as an official partner, and
cooperates in activities to help realize the
JPSA’s philosophy of “creating a vital and
inclusive society.” The main activities Chugai
conducted in 2019 are as follows.

Initiatives for Generation AYA
Chugai launched the website AYA Life for
young cancer patients in March 2017 and
has been continuously updating its content.
Recognition of generation AYA has been
gradually growing, but there are still many
patients facing a wide range of issues alone,
including higher education, employment and
marriage. In 2018, Chugai added new content
in the form of roundtable discussions. As a
leader in the area of oncology, Chugai will
continue improving the website to help
provide an environment where generation
AYA cancer patients can receive treatment
with peace of mind.
AYA Life
https://aya-life.jp/ (Japanese only)

Dispatch of Volunteers to Competitive
Sports Events
Chugai held the Chugai Pharmaceutical 2019
Wheelchair Softball Tournament in Tokyo as
the title sponsor, and provided support by
sending 24 employee volunteers to assist
with set-up, event management, English
interpreting and other matters.
Raising Awareness of Para-Sports
- Co-sponsorship of a chair ski school for
parents and children held by the Japan Chair
Ski Association
- Operated a booth for experiencing
wheelchair softball and handcycling at local
community events and other venues
- Presentation of the para-sports related
webpages “Another Sport” and “ATHLETE
MOTHERS” on the Chugai website
(Japanese only)

Promotion of Measures against
Locomotive Syndrome
Locomotive syndrome is a condition in
which muscles, bones, joints, cartilage,
intervertebral discs and other parts of the
musculoskeletal system become impaired
and motor function declines. The progression
of the syndrome is highly likely to impede
daily life. The Japanese Orthopaedic

Parent and child enjoying chair skiing class
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Initiatives for Employees and
Their Families
To deepen understanding of para-sports
and people with disabilities, Chugai held a
hands-on event for experiencing blind
sports in cooperation with the Yokohama
City Special Support School for the Visually
Impaired. There were 23 participants from
Chugai, including employees and their
family members.

The para-transit vehicle donation program is
conducted in cooperation with the Japan
National Council of Social Welfare and
Central Community Chest of Japan, and
through it vehicles have been donated to
recipients in all of Japan’s 47 prefectures.

Disaster Relief

There are still many people around the world
suffering from diseases that currently have
no effective treatments, and even when
treatments do exist, people lack access due
to poverty or for reasons pertaining to
healthcare systems. To fulfill its Mission of
benefiting the medical community and
human health around the world, Chugai
considers it essential to contribute to global
health by improving access to healthcare.
Accordingly, in addition to discovering and
providing new drugs on our own, we
proactively cooperate with a variety of
organizations. Our priority initiatives as set in
Chugai’s Basic Approach to Global Health are
(1) developing new products for diseases with
no treatments by utilizing our pharmaceutical
technologies and expertise, and (2)
improving quality of healthcare and access
to pharmaceuticals by improving the
capabilities of healthcare professionals,
promoting disease awareness in local
communities, and establishing social
infrastructure, particularly in low- and
middle-income countries.

Support for Children in Stricken Areas
Chugai once again participated in the
global charity event Roche Children’s Walk
conducted by Roche to support children
in need. In this annual initiative, Chugai
matches the total amount of funds raised by
its employees, with half of the total amount
donated to Malawi and other countries, and
the remainder donated to an organization in
a stricken area in Japan. In 2019, the
recipient organization was the non-profit
organization Ayumu, which offers day
service for disabled children in Ozu City,
Ehime Prefecture.
Charity Sale
As part of its support for recovery from the
2011 Great East Japan Earthquake, Chugai
held a charity sale at its Head Office and
Kamakura Research Laboratories. As
employees at each location looked over the
goods and conversed with sales staff and
local producers, they renewed their hopes
and prayers for the restoration and recovery
of the affected areas.

Global Health Activities

Access Accelerated
Access Accelerated was established in
January 2017 by 22 global pharmaceutical
companies including Chugai at the annual
meeting of the World Economic Forum. In
partnership with the World Bank Group and
the City Cancer Challenge foundation,
Access Accelerated is working to achieve
the SDG target of reducing premature
mortality from non-communicable diseases
by one-third by 2030.
Through Access Accelerated, Chugai is
conducting its own projects in Myanmar
with AMDA-MINDS (AMDA Multisectoral
& Integrated Development Services) to
promote safer hospital childbirth and
maternity healthcare and measures for
people living with non-communicable
diseases. We visit local communities to
listen directly to the opinions and requests
of patients, healthcare professionals and
local health departments in order to gain an
accurate understanding of their needs. We
aim to use this information to continue
helping to improve access to healthcare
even after these projects are completed.

Chugai’s Basic Approach to Global Health
https://www.chugai-pharm.co.jp/english/
sustainability/globalhealth/concept.html
Reports: Global Health
https://www.chugai-pharm.co.jp/english/
sustainability/activity/index.html?year=&category=2

Update and feedback session on funding for emergency
transportation of pregnant women
Access Accelerated website
http://www.accessaccelerated.org/

Main Initiatives for Global Health
GHIT Fund

Para-Transit Vehicle Donations
Chugai’s program to donate specially equipped
para-transit vehicles began in 1985 as part of
activities to commemorate the Company’s
60th anniversary. The program marked its
35th year in 2019. A total of 258 vehicles
have been donated since the start of the
program, including five vehicles in 2019.
Securing the means for senior citizens and
disabled people living at home to go to
places such as hospitals, day service
centers and day care centers and for staff
from these facilities to visit homes to
perform in-house care is significant from the
viewpoint of enhancing welfare services.

Jointly established with funding from
Japanese pharmaceutical companies, the
Japanese government, the Bill & Melinda
Gates Foundation and the United Nations
Development Programme, the Global
Health Innovative Technology Fund (GHIT
Fund) is Japan’s first public-private
partnership to support and promote
research and development of drugs,
vaccines and diagnostics for infectious
diseases in developing countries.
In addition to joining the GHIT Fund and
contributing capital in December 2014,
Chugai has also been using its innovative
discovery technologies and research
resources to conduct a program to develop
drugs to prevent and treat dengue fever
and joint research to develop a treatment
for tuberculosis.
GHIT Fund
https://www.ghitfund.org/
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World Federation of Hemophilia
Humanitarian Aid Program
The World Federation of Hemophilia (WFH)
Humanitarian Aid Program, comprising a
network of patient organizations in 140
countries, aims to improve access to care
and treatment for people with inherited
bleeding disorders in developing countries,
where there is a severe lack of access to
healthcare. As the originator of Hemlibra,
Chugai is participating in the program as a
member of the Roche Group. Through
this five-year program, the Roche Group will
fund the establishment of infrastructure and
conditions for the proper use of treatments
by healthcare professionals and will provide
prophylactic treatment by donating Hemlibra
for about 1,000 people with hemophilia A.
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Basic Information on the Pharmaceutical Industry
Overview of Domestic
Pharmaceutical Market and
NHI Drug Prices
Trends in National Medical Expenses
Without medical system reforms, Japan’s
national medical expenses will increase at an
annual rate of approximately 2 to 4 percent
going forward. In fiscal 2018 (the year ended
March 2019), national medical expenses1
totaled ¥42.6 trillion, a ¥0.4 trillion or 0.8
percent increase from the previous year. The
accelerating pace of aging of Japan’s society
presents serious challenges to efficiently
managing the increase in medical expenses
for the elderly.
1. Source: Trends of recent medical expenditure (FY 2018)
by Ministry of Health, Labour and Welfare

Promotion of the Use of Generics
The Japanese government is promoting the
use of generics with the primary objective of

reducing the cost burden on patients and
improving the finances of the health
insurance system. Various measures have
been carried out under the action program
announced in October 2007 to promote the
worry-free use of generics. In April 2013, the
new “Roadmap to Further Promote the Use
of Generics” was formulated. A Cabinet
decision in June 2017 set the new goal of
raising the volume market share of generics,
which was 76.7 percent2 as of September
2019, to 80 percent by the end of September
2020. The government is also aiming to
double the number of biosimilars by the end
of March 2021.
2. Preliminary results of the Drug Price Survey

National Health Insurance (NHI) Drug Price
Revision
The Ministry of Health, Labour and Welfare
(MHLW) generally reviews drug
reimbursement prices every two years and
sets new standard prices (reimbursement
prices) so that the official prices of

NHI Drug Price Revision Rate (%)
2008

2010

2012

2014*

Industry Average

(5.2)

(6.5)

(6.25)

(2.65)

(7.8)

(7.48)

(2.4)

Chugai

(7.2)

(6.8)

(6.0)

0.8

(5.5)

(6.7)

(0.2)

*Includes provision for increase in consumption tax
Source: Chugai data

2016

2018

2019/Oct.*

pharmaceuticals prescribed under the health
insurance system approximate their actual
market price. MHLW does this
by investigating the prices and volumes of
all prescription drug transactions during a
given period.
A special revision of drug reimbursement
prices was implemented in conjunction with
the consumption tax increase in October
2019. In its fiscal 2019 budget, the Japanese
government reduced reimbursement prices by
0.51 percent on a government spending basis
(+0.42 percent to reflect the consumption tax
and a -0.93 percent revision based on actual
market prices and other factors).
The Japanese government decided to reduce
reimbursement prices in April 2020 by 0.99
percent on a government spending basis
(including -0.43 percent from revision of
actual market prices and -0.01 percent from
repricing based on market expansion).

Repricing Based on Market Expansion
Under this repricing rule introduced in 1994,
drugs priced by the cost calculation method
with annual sales exceeding ¥10.0 billion and
more than 10 times the original forecast at
the time of price revision, or with annual
sales exceeding ¥15.0 billion and more than
two times the original forecast, are subject to
a price reduction of up to 25.0 percent.
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Drugs priced by methods other than the cost
calculation method (including the similar
efficacy comparison method) with annual
sales exceeding ¥15.0 billion and more than
two times the original forecast at the time of
the price revision are subject to a price
reduction of up to 15.0 percent. In addition,
the prices of drugs that have pharmacological
action similar to a drug subject to this
repricing rule are reduced by the same rate.
In the NHI drug pricing system fundamental
reforms of fiscal 2018, it was decided to
use the NHI listing of new drugs that takes
place four times a year as an opportunity for
repricing of drugs with annual sales exceeding
¥35.0 billion. The purpose of this change is
to respond more quickly when sales expand
rapidly due to an additional indication or
other reasons.

standpoint of balancing reward for innovation
with the sustainability of the National Health
Insurance system. This rule lowers prices by
up to 25.0 percent for drugs with annual
sales of ¥100.0-150.0 billion and more than
1.5 times the original forecast, and lowers
prices by up to 50.0 percent for drugs with
annual sales exceeding ¥150.0 billion and
more than 1.3 times the original forecast.
In addition, the prices of drugs that have
pharmacological action similar to a drug
subject to the special repricing rule and were
comparator drugs at the time of the NHI price
listing are reduced by the same rate. In the
NHI drug pricing system fundamental reforms
of fiscal 2018, it was decided to use the NHI
listing of new drugs that takes place four
times a year as an opportunity for repricing
under this scheme.

Special Market-Expansion Repricing

Premium to Promote the Development of
New Drugs and Eliminate Off-Label Use

In the reforms to the drug pricing system in
fiscal 2016, an additional repricing rule for
drugs with very high annual sales was
introduced as a special measure from the

As part of the NHI drug pricing system
reforms of fiscal 2010 (the year ended March
2011), a new pricing scheme was implemented

on a trial basis to promote the creation of
innovative medical products and solve the
drug lag3 problem. In this scheme, at the time
of the NHI drug price revisions, prices are
maintained on drugs for which no generics are
available (provided that they have been in the
NHI price list for no more than 15 years), and
which satisfy certain conditions.
This premium pricing for new drugs was
continued on a trial basis in subsequent NHI
drug pricing system reforms. However, in the
NHI drug pricing system fundamental reforms
of fiscal 2018, the decision was made to revise
the requirements for companies and products
and list them in the drug repricing rules.
Companies that do not respond appropriately
to development requests from MHLW will
continue to be excluded from eligibility for
premium pricing. In addition, indicators have
been set for (A) creation of innovative drugs
and treatments for antimicrobial-resistant
bacteria, (B) drug lag countermeasures, and
(C) development of novel drugs ahead of other

Response to Requests from the MHLW Review Committee on Unapproved Drugs and Indications with High Medical Needs
(As of January 30, 2020)
Development
request

First
development
request

Second
development
request

Third
development
request

Fourth
development
request

100

Product

Indication

Development status

Xeloda

Advanced or recurrent gastric cancer

Approved in February 2011

Tarceva

Advanced or recurrent pancreatic cancer

Approved in July 2011

Avastin

Advanced or recurrent breast cancer

Approved in September 2011

CellCept

Pediatric renal transplant

Approved in September 2011

Herceptin

Q3W dosage metastatic breast cancer overexpressing HER2
Neoadjuvant breast cancer overexpressing HER2

Approved in November 2011

Kytril

Gastrointestinal symptoms associated with radiotherapy

Approved in December 2011

Pulmozyme

Improvement of pulmonary function in patients with cystic fibrosis

Approved in March 2012

Bactramin

Treatment and prevention of pneumocystis pneumonia

Approved in August 2012

Avastin

Ovarian cancer

Approved in November 2013

Avastin

Recurrent glioblastoma

Approved in June 2013 (Malignant glioma)

Herceptin

Q1W dosage postoperative adjuvant breast cancer overexpressing HER2

Approved in June 2013

CellCept

Lupus nephritis

Approved in May 2016

Tamiflu

Additional dosage for neonates and infants younger than 12 months

Approved in March 2017

Xeloda

Adjuvant chemotherapy in rectal cancer

Approved in August 2016

Avastin

Additional Q2W dosage and administration for ovarian cancer

Submitted company opinion and waiting for
evaluation by committee

Copegus

Improvement of viraemia associated with genotype 3 chronic hepatitis C or compensated
cirrhosis related to hepatitis C when administered in combination with sofosbuvir

Approved in March 2017

Xeloda

Neuroendocrine tumor

Submitted company opinion and waiting for
evaluation by committee

Avastin

Cerebral edema induced by radiation necrosis

Submitted company opinion and waiting for
evaluation by committee

Neutrogin

Combination therapy with chemotherapy including fludarabine for relapsed/refractory
acute myeloid leukemia

Submitted company opinion and waiting for
evaluation by committee

CellCept

Prevention of graft-versus-host disease in hematopoietic stem cell transplantation

Submitted company opinion and waiting for
evaluation by committee
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countries, and the pricing premiums may vary
according to the level of achievement or
fulfillment of these indicators. Healthcare
related ventures are expected to play an
important role in the creation of innovative
drugs, and will be evaluated accordingly,
irrespective of the company indicators.
Regarding the product requirements, the
percentage price difference requirement will
be abolished, and the price premium will be
limited to novel drugs during their patent
period, and drugs that are truly innovative and
useful. More specifically, it will be limited to
orphan drugs; drugs for which development
was publicly requested; drugs to which the
premium was applied because of their
usefulness, such as at the time they were
newly listed; drugs with novel mechanisms
of action that are innovative or useful (limited
to the top three first-in-class drugs within
three years from listing) or that have newly
added efficacy or effectiveness deemed
equivalent to novel modes of action; drugs
that have Sakigake designation; and treatments
for antimicrobial-resistant bacteria.
Among new drugs subject to premium
pricing, including those for which generics
(including biosimilars) have been launched or
15 years have elapsed since their drug price
listing, the cumulative amount of premium
pricing is deducted from the NHI drug price
in the subsequent initial drug price revision.
Furthermore, a reduction or other adjustment
due to the actual market price of the new
drug during the fiscal year is made to the NHI
drug price less the cumulative amount.
3. The inability of Japanese patients to gain access to
global standard or most advanced treatments
because the drugs are not developed in Japan

Solving the Drug Lag Problem
In January 2005, MHLW established the
Investigational Committee for Usage of
Unapproved Drugs as one means of helping

solve the drug lag problem. The committee
is charged with investigating the clinical
necessity and the appropriateness of usage
of drugs already approved in Europe and the
United States, but not yet approved in Japan.
The aim of these investigations is to promote
the development of those drugs in Japan.
In February 2010, MHLW established the
Review Committee on Unapproved Drugs
and Indications with High Medical Needs.
This committee evaluates the medical
necessity of drugs and indications that are
not yet approved in Japan and investigates
matters such as the applicability of filings for
approval based on evidence in the public
domain. As a result of continuous efforts
to strengthen the review function of the
Pharmaceutical and Medical Devices Agency,
an independent administrative institution
responsible for reviewing drugs and medical
devices for approval, the median total review
time for new drugs in fiscal 2018 was 11.9
months. For new drug applications filed in
Japan during fiscal 2018, the median review
time was 0.2 years longer than that of the
United States, but shorter than the average
year lag.
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7.3

A system of price adjustments based on
cost-effectiveness assessments has been
approved by Chuikyo, and was implemented
in April 2019. The system primarily applies to
products that meet the requirements of the
selection criteria at the time of their NHI price
listing. Cost-effectiveness assessments will
be conducted for a certain period after the
listing, and the price will be adjusted
according to the results. The extent of the
price adjustment is the portion corresponding
to the amount of the corrective premium for
usefulness applied at the time of the drug’s
initial pricing (for products with a degree of
disclosure under 50 percent, as calculated by
the cost calculation method, the portion
corresponding to operating profit is also
subject to adjustment). Price adjustments will
be made according to the incremental cost
effectiveness ratio (ICER).4 The corrective
premium will be maintained if the ICER is
less than ¥5 million (less than ¥7.5 million for
anticancer agents), but will be reduced in
stages by up to 90 percent if the ICER is ¥5
million or more. The price adjustment will be
limited to 10-15 percent of the total drug price.

Due to the growing public financial burden of
the current situation, in which drug prices are
maintained for up to two years even if the
market price declines, it was decided in the
NHI drug pricing system fundamental reforms
of fiscal 2018 that drug price surveys and
drug price revisions will be carried out even
in interim years when there would ordinarily
be no price revisions. Fiscal 2018 and fiscal
2020 (the year ending March 2021) are price
revision years even under the current
system, and it is expected that a price
revision will be implemented in conjunction
with the consumption tax rate increase in
October 2019. Therefore, the interim-year

(Trillions of yen)

9.6

Creation of a System for Cost-Effectiveness
Assessments

Annual Drug Price Survey and Annual NHI
Drug Price Revision

Trends of Medical Care Expenditure

40

price revisions under the new rules will take
place starting from fiscal 2021 (the year ending
March 2022). The scope of items subject to
interim-year price revisions will be deliberated
by the Central Social Insurance Medical
Council (Chuikyo) and other organizations.
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Source: Overview of Estimates of National Medical Care Expenditure, FY2016
by Ministry of Health, Labour and Welfare
Note:

National income is based on the actual results of the System
of National Accounts announced by the Cabinet Ofﬁce.
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Oncology
2015, the Plan for Acceleration of Cancer
Control Programs was formulated. This plan
specified concrete measures that should be
implemented intensively in a short period
of time.

Overview of Disease and
Treatment Methods
Leading Cause of Death in Japan
Cancer has been the single most common
cause of death in Japan since 1981. In 2018,
373,584 people1 died of cancer, accounting
for 27.4 percent1 of all deaths in that year and
the highest number since government
surveys began in 1899.
1. Source: Outline of Vital Statistics (2018) by Ministry
of Health, Labour and Welfare

Establishment of the Basic Act for
Anticancer Measures and Improvement in
the Healthcare Environment
The Cancer Control Act was enacted in June
2006 to establish a system so that patients
can receive appropriate treatment based on
scientific knowledge regardless of the region
in which they reside and with respect paid
to their wishes, as well as to implement
the Basic Plan to Promote Cancer Control
Programs (the “Basic Plan”). Since the
enactment of the Cancer Control Act, some
results have been obtained, including
establishment of designated cancer hospitals
and a reduction of the cancer mortality rate
and improvement of the five year survival
rate owing to advances in cancer treatment.
The goal of reducing the age-adjusted cancer
mortality rate by 20 percent over the 10-year
period from fiscal 2007 was judged difficult
to achieve, and therefore, in December

Projected Cancer Incidence (2019)
(Thousands of cases)

155
367
All cancers

124

1,017
122

Colorectum
Prostate

37
41 79

92

Stomach
Pancreas

Lung
Liver

Breast (women)
Others

Source: National Cancer Center Cancer Information
Service, “Cancer Registries/Statistics”
Note: Projections were performed with a model
incorporating age, calendar year at diagnosis,
and their interactions as independent variables,
utilizing frequency of incidence of cancer by age
bracket from Monitoring of Cancer Incidence
in Japan (1975-2015 nationwide estimates) and
cancer mortality figures from the Outline of
Vital Statistics (1975-2017 estimates). The total
may not add up because projections have been
performed by cancer type and figures have
been rounded.
Reference: Japanese Journal of Clinical Oncology 2014,
44: 36-41
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In recent years, it has become apparent that
new measures are necessary to fight rare
cancers, difficult-to-treat cancers, childhood
cancers, and cancers in adolescents and
young adults (AYA); to promote new
treatments such as genomic medicine; and
to address societal problems including
employment. The principles of the Cancer
Control Act revised in 2016 require that the
national and local governments make
effective use of healthcare and welfare
resources and implement cancer control
measures from the viewpoint of serving the
public in order to achieve the stated goal of
creating a society in which cancer patients
can live with peace of mind and dignity. In
the 3rd Basic Plan to Promote Cancer Control
Programs released in March 2018, measures
are being implemented to educate the public,
including patients, about cancer and help
them to overcome it. These measures are
based on four pillars – cancer prevention,
improvement of cancer care, living with
cancer and deployment of infrastructure to
support those measures.

Changes in Treatment Methods
Cancer treatment is increasingly being based
on a multidisciplinary approach that combines
surgery, radiation therapy and drug therapy.
In particular, the field of anticancer agents is
evolving, and highly innovative medicines
such as molecular targeted drugs have been
introduced. This has brought dramatic
improvement in treatment outcomes for
various types of cancer.
Advances are being made in personalized
healthcare (PHC), which involves testing
patients with companion diagnostics when
administering molecular targeted drugs to
identify patients who are likely to benefit
with minimal strain on the body and few side
effects. In addition to enabling physicians to
propose the optimal treatment tailored to
each patient, this approach offers a number
of other benefits. For example, it can reduce
national healthcare expenditures by reducing
the administration of drugs when their effect
cannot be determined.
Diagnosis with comprehensive genomic
profiling (CGP), such as genomic testing
using next-generation sequencing, is also
becoming important. In improvement of
cancer care, one of the pillars of the abovementioned Basic Plan, cancer genomic
medicine heads the list of measures, and
practical application of CGP testing was

promoted as an important government-led
initiative. As a result, in June 2019 CGP,
which entails comprehensive analysis and
profiling of genes in a single test using solid
tumor tissue from the patient, became
eligible for health insurance coverage. The
provision of optimal treatments based
on each patient’s genomic profile has thus
become a reality. Genomic medicine started
in the oncology field, but is now being
promoted for intractable diseases and other
diseases, in line with the “Action Plan of the
Growth Strategy,” ”Follow-up on the Growth
Strategy” and ”Action Plan for Innovative
Business Activities” in FY 2019, which were
approved by the Cabinet in June 2019. This is
expected to further advance precision
medicine in ways such as promoting the
development of treatment approaches that
utilize genomic information obtained not only
through genomic analysis of cancer tissue,
but through entire genome analysis.
Cancer immunotherapy, which takes advantage
of the body’s own immune cells to fight
cancer, is another important emerging field of
treatment. Immune checkpoint inhibitors, one
type of immunotherapy now in use, are a
promising new direction in cancer treatment.
Cancer has the ability to suppress (apply
brakes to) immune functions to avoid attack
from the immune system, but immune
checkpoint inhibitors block the immune
“brakes” (the binding of PD-1 to PD-L1)
known as the immune checkpoint, thereby
awakening immune cells to attack cancer cells.
In clinical study results, immune checkpoint
inhibitors have shown promise for long-term
survival and cure, even in advanced cancer.
Their high therapeutic efficacy is also
recognized in clinical settings, and they are
increasingly used as treatments for a wide
range of cancers. However, some patients
do not respond to cancer immunotherapy, so
screening to select patients for whom this
therapy is likely to be effective is also being
examined, as are various combinations with
existing anticancer agents and development
candidates, and development for use in earlystage cancer.

FoundationOne CDx Cancer
Genomic Profile
Basic Information
FoundationOne CDx Cancer Genomic
Profile (F1CDx), developed by U.S.-based
Foundation Medicine, Inc., is a nextgeneration sequencing-based diagnostic
device. It detects substitutions, insertion and
deletion alterations, and copy number
alterations in 324 genes and select gene
rearrangements, as well as genomic
signatures including microsatellite instability

Data Section

(MSI) and tumor mutational burden (TMB).
The program is available as a companion
diagnostic for multiple molecular-targeted
drugs approved in Japan. Chugai launched
the program and began providing testing
services in June 2019.

steadily. Global phase III studies in
combination with Tecentriq in renal cell
carcinoma and hepatocellular carcinoma
patients are under way.
In February 2020, we filed applications for
the combination of Tecentriq and Avastin for
the treatment of unresectable hepatocellular
carcinoma.

Avastin (RG435)
Anti-VEGF humanized monoclonal antibody
(Generic name: bevacizumab)
Launch in Japan: June 2007

Herceptin
Anti-HER2 humanized monoclonal antibody
(Generic name: trastuzumab)
Launch in Japan: June 2001

Basic Information
Avastin is a humanized monoclonal antibody
targeting vascular endothelial growth factor
(VEGF). It is the first therapeutic agent in the
world that inhibits angiogenesis (the growth
of the network of blood vessels that supply
nutrients and oxygen to the cancer). Unlike
conventional anticancer agents that act
directly on cancer cells, Avastin acts on the
cancer microenvironment. In Japan, Avastin
was launched in 2007 for the treatment of
unresectable advanced or recurrent colorectal
cancer. In 2009, Chugai obtained approval for
a new dosage and administration for colorectal
cancer and the additional indication of
unresectable advanced or recurrent nonsquamous non-small cell lung cancer (NSCLC),
followed in 2011 by inoperable or recurrent
breast cancer. Chugai also obtained approval
for the additional indications of malignant
glioma and ovarian cancer in 2013, and
advanced or recurrent cervical cancer in
May 2016.

Basic Information
Herceptin is a humanized monoclonal
antibody that targets human epidermal
growth factor receptor type 2 (HER2),2 which
contributes to tumor cell growth.
The earliest PHC-based anticancer agent,
Herceptin has built a solid reputation as an
essential treatment for HER2-positive breast
cancer since its launch in 2001.
Overexpression of HER2 is found in about 20
percent of breast cancers. Such cancer is
diagnosed as HER2-positive. HER2-positive
breast cancer progresses rapidly, and has
been associated with a poor prognosis.
However, treatment outcomes have improved
significantly with the emergence of Herceptin
and other medicines that target HER2. In
2011, Herceptin obtained approval for the
additional indication of advanced or
recurrent gastric cancer overexpressing
HER2, not amenable to curative resection,
bringing PHC to the field of gastric cancer.

Review of 2019 Performance
Sales of Avastin were unchanged from the
previous year at ¥95.6 billion. Avastin has
built a solid position in the treatment of
colorectal cancer and lung cancer, but the
competitive environment in the field of
lung cancer has been changing due to the
introduction of immune checkpoint inhibitors
and other products. On the other hand,
the use of Avastin for other indications,
including breast cancer, has increased

Review of 2019 Performance
Sales of Herceptin decreased ¥1.4 billion, or
5.0 percent, year on year to ¥26.7 billion. The
decrease reflected the substantial NHI drug
price revision (-20.4 percent) that resulted
from the exclusion from eligibility for the
premium for new drug creation.

Anticancer Agent Market in Japan
(Billions of yen)

2,000
1,500
1,000

Widely used in first-line treatment of HER2positive advanced or recurrent breast cancer
in combination with Perjeta, Herceptin is also
used for more than 90 percent of lymph-node
positive patients undergoing postoperative
(adjuvant) therapy for HER2-positive early
breast cancer. Since October 2018, it has
been widely used in combination with
Perjeta, after Perjeta became available as a
neoadjuvant and adjuvant therapy in early
breast cancer. For gastric cancer, although
Herceptin maintained its established position
in first-line treatment, sales decreased
slightly due to competition in second-line
treatment.
2. A diagnostic test can determine if a patient’s breast
or gastric cancer cells have overexpression of a
protein called HER2. Herceptin, Perjeta and Kadcyla
target HER2 and are administered only to patients
whose tumors are identified as HER2-positive.

Perjeta (RG1273)
HER2 dimerization inhibitory humanized
monoclonal antibody
(Generic name: pertuzumab)
Launch in Japan: September 2013

Basic Information
Perjeta is a humanized monoclonal antibody
and is the first molecular targeted therapy
that inhibits the dimerization of HER2. The
combination of Perjeta and Herceptin, which
also targets HER2, provides a more
comprehensive blockade of HER signaling
pathways associated with the proliferation of
tumor cells. Chugai launched Perjeta for the
indication of HER2-positive inoperable or
recurrent breast cancer in September 2013,
after obtaining approval in June 2013. In
2018, Perjeta obtained approval for the
additional indication of neoadjuvant and
adjuvant therapy for HER2-positive breast
cancer.
Review of 2019 Performance
Sales of Perjeta increased ¥14.6 billion, or
90.7 percent, year on year to ¥30.7 billion,
exceeding projections by a wide margin. The
combination of Herceptin and Perjeta with a
chemotherapy agent for neoadjuvant and
adjuvant for HER2-positive early breast
cancer, an additional indication approved in
October 2018, penetrated the market faster
than expected. In addition, a global phase III
study is under way for RG6264 (subcutaneous
injection), a fixed-dose combination of
Herceptin and Perjeta, for HER2-positive
breast cancer.

Kadcyla (RG3502)
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Anti-HER2 antibody-tubulin polymerization
inhibitor conjugate
(Generic name: trastuzumab emtansine)
Launch in Japan: April 2014

Basic Information
Kadcyla is an antibody-drug conjugate of the
anti-HER2 humanized monoclonal antibody
trastuzumab (product name: Herceptin) and
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the potent chemotherapeutic agent DM1,
joined together with a stable linker. Chugai
filed an application for approval for HER2positive inoperable or recurrent breast
cancer in January 2013, obtained approval
in September 2013 after priority review,
and launched the product in April 2014.
Review of 2019 Performance
Sales of Kadcyla increased ¥0.5 billion, or 5.9
percent, year on year to ¥9.0 billion. Kadcyla
is used as a second-line treatment in patients
whose cancer worsened in first-line treatment
with Herceptin and Perjeta plus chemotherapy.
In development, a global phase III study for the
potential treatment of HER2- positive early
breast cancer (adjuvant therapy) is under
way. In August 2019, Chugai also filed an
application for approval of Kadcyla for
adjuvant monotherapy in patients with HER2positive early breast cancer based on the
results of a global phase III clinical study of the
agent for this indication with certain patients.

Rituxan
Anti-CD20 monoclonal antibody
(Generic name: rituximab)
Launch in Japan: September 2001

Basic Information
Rituxan is a monoclonal antibody targeting
the CD20 antigen found on the surface of
lymphocytes. As a standard therapy for
CD20-positive, B-cell non-Hodgkin’s lymphoma
(hematological cancer), it has substantially
improved clinical outcomes in combination
with chemotherapy or in monotherapy. In
Japan, Rituxan is marketed jointly by Chugai
and Zenyaku Kogyo Co., Ltd. In recent years,
the usefulness of Rituxan has been recognized
in treating CD20-positive, B-cell lymphoma in
immunosuppressed patients, granulomatosis
with polyangiitis (GPA) (formerly known as
Wegener's granulomatosis) and microscopic
polyangiitis (MPA), refractory nephrotic
syndrome with frequent relapses or steroid
dependence, suppression of antibodymediated rejection in ABO-incompatible

kidney and liver transplantation, and idiopathic
thrombocytopenic purpura (ITP). It has also
become a valuable treatment option for
patients with autoimmune diseases and
other conditions. Rituxan obtained approval
for the additional indications of CD20-positive
chronic lymphocytic leukemia (CLL) in 2019
and acquired thrombotic thrombocytopenic
purpura in February 2020.
Review of 2019 Performance
Sales of Rituxan decreased ¥9.4 billion, or
44.1 percent, year on year to 11.9 billion. The
decrease was due to more intense
competition resulting from the launch of a
generic product.

Alecensa (AF802/RG7853)
ALK inhibitor
(Generic name: alectinib)
Launch in Japan: September 2014

Basic Information
Alecensa, an oral, small molecule targeted
molecular therapy created by Chugai, inhibits
the activity of the tyrosine kinase anaplastic
lymphoma kinase (ALK) with EML4-ALK
fusion gene expressed in about 2 to 5
percent of NSCLC. It was designated as an
orphan drug in Japan in September 2013 for
the treatment of ALK fusion gene-positive
unresectable, recurrent/advanced NSCLC. In
October 2013, Chugai filed an application for
approval. Following approval in July 2014,
Alecensa was launched first in Japan in
September 2014. In addition to being the first
product from Chugai research to be granted
breakthrough therapy designation by the U.S.
Food and Drug Administration (FDA) as a
second-line treatment in 2013, Alecensa
received the same designation as a first-line
treatment in 2016, and it is contributing to
the treatment of patients around the world.
Outside Japan, after obtaining approval in the
United States in December 2015 and in
Europe in February 2017 for the indication of
ALK-positive metastatic (advanced) NSCLC in
patients whose disease has progressed or

who are intolerant to crizotinib, Alecensa
obtained approval as a first-line treatment in
the United States in November 2017 and
Europe in December 2017. In February 2020,
Alecensa obtained approval for the additional
indication of recurrent or refractory ALK
fusion gene-positive anaplastic large cell
lymphoma (ALK-positive ALCL).
Review of 2019 Performance
Market penetration proceeded further with
the announcement of positive results that
led to the early stopping for benefit of a
study comparing the efficacy and safety of
Alecensa and a competing product on
patients in Japan (J-ALEX study). Sales of
Alecensa in Japan increased ¥2.4 billion,
or 11.7 percent, year on year to ¥23.0 billion,
due to a high rate of continuation of
treatment. Overseas sales of Alecensa
(including exports to Roche) increased
¥15.8 billion, or 53.6 percent, year on year
to ¥45.3 billion. In development, a global
phase III study for adjuvant therapy of ALKpositive NSCLC is under way.

Xeloda
Antimetabolite, 5-FU derivative
(Generic name: capecitabine)
Launch in Japan: June 2003

Basic Information
Xeloda is a 5-fluorouracil (5-FU) anticancer
agent developed at the research laboratories of
the former Nippon Roche. Orally administered
Xeloda is absorbed by the body, then gradually
metabolized by certain highly active enzymes
in liver and tumor tissue, and is eventually
converted into active 5-FU within tumor
tissue. Xeloda has obtained approval for the
treatment of inoperable or recurrent breast
cancer, colorectal cancer and gastric cancer.
Review of 2019 Performance
Sales of Xeloda decreased ¥4.5 billion, or
36.0 percent, year on year to ¥8.0 billion.
Uptake of a generic launched in January 2019
was greater than expected, resulting in the

Extensive Contribution to Cancer Treatment (Breast Cancer)

Immune
checkpoint inhibitor

Treatment of
breast cancer

Molecular targeting
therapy

Early breast cancer
Neoadjuvant
Operation

Tecentriq

Adjuvant

Antimetabolites

Xeloda

Advanced/relapsed breast cancer

Hormone therapy

Supportive care

104

CHUGAI PHARMACEUTICAL CO., LTD.

Chemotherapy

Neutrogin

Herceptin
Perjeta
Kadcyla
Avastin

Data Section

sharp decline in sales of Xeloda. However,
in adjuvant therapy performed to inhibit
recurrence after surgery for colon cancer,
Xeloda is the most prescribed drug because
of its recommendation in the guidelines for
the treatment of colorectal cancer and the
results of a large-scale global study.

Tarceva
Epidermal growth factor receptor (EGFR)
tyrosine kinase inhibitor
(Generic name: erlotinib)
Launch in Japan: December 2007

Basic Information
Tarceva is an oral targeted small molecule
drug that inhibits the activation of epidermal
growth factor receptor (EGFR) tyrosine
kinase, which is associated with the growth,
progression and metastasis of cancer. In
Japan, Tarceva had been used for second-line
or later treatment of NSCLC since its launch
in 2007, but the approval of an additional
indication in June 2013 allowed its use in
first-line treatment of NSCLC patients with
EGFR mutations, in whom high efficacy is
expected. About 15 percent of NSCLC
patients in Europe and about 40 percent in
Asia are diagnosed EGFR mutation-positive.
In 2011, Tarceva obtained approval for the
additional indication of pancreatic cancer not
amenable to curative resection.
Review of 2019 Performance
Sales of Tarceva decreased ¥3.8 billion, or
45.8 percent, year on year to ¥4.5 billion. In
NSCLC, sales decreased sharply compared
with the previous year due to competition
from other products.

Neutrogin
Recombinant human granulocyte colonystimulating factor (G-CSF)
(Generic name: lenograstim; overseas
product name: Granocyte)
Launch in Japan: December 1991

Basic Information
Neutrogin is a recombinant human
granulocyte colony-stimulating factor (G-CSF)
created by Chugai. One common side effect
of anticancer drugs is neutropenia, a
decrease in the white blood cell count that
heightens the risk of developing serious
infections. Neutrogin stimulates the
differentiation and growth of neutrophils,
enabling the safer use of chemotherapy, thus
helping to improve treatment outcomes.
Neutrogin is also essential in hematopoietic
stem cell transplantation, which is performed
for illnesses that affect production of normal
blood cells, such as leukemia.
Review of 2019 Performance
Overseas sales of Neutrogin decreased ¥1.2
billion, or 10.8 percent, year on year to ¥9.9
billion due to intensified competition.

Tecentriq (RG7446)
Engineered anti-PD-L1 monoclonal antibody
(Generic name: atezolizumab)
Launch in Japan: April 2018

Basic Information
Tecentriq is an engineered anti-PD-L1
monoclonal antibody in-licensed from Roche.
One way that tumor cells evade the immune
system is by expressing a protein called
programmed death-ligand (PD-L1) on their
surface, which is believed to shield them
from immune system attacks by binding to T
cells. Tecentriq restores and maintains the
immune response of T cells by binding to
PD-L1, and is expected to demonstrate
efficacy against cancer cells. Its mode of
action differs from conventional treatments
that attack cancer cells directly. Since it takes
advantage of the patient’s own immune
response, it is also promising for use in
combination with existing drugs and for
various cancer types. Chugai obtained
approval in January 2018 for the treatment of
unresectable advanced or recurrent NSCLC,
and obtained approval in December 2018 for
the treatment of chemotherapy-naive people
with unresectable advanced or recurrent nonsquamous NSCLC in combination with Avastin
and chemotherapy. In 2019, Chugai obtained
approval for the additional indications of
extensive-stage small cell lung cancer (SCLC)
in August, PD-L1-positive inoperable or
recurrent triple-negative breast cancer (TNBC)
in September, and unresectable, advanced
or recurrent NSCLC (new dosage/form) in
November. Tecentriq is the first immune
checkpoint inhibitor to be approved in the
SCLC and breast cancer areas in Japan, the
United States and Europe. Characterized
by rapid progression and poor prognosis,
SCLC and metastatic TNBC are diseases
with high unmet medical need. SCLC is an
area that has long had limited therapeutic
options, and Tecentriq received orphan
drug designation as the first new drug in
17 years that improved treatment outcomes.
Furthermore, additional dosage forms for
NSCLC in November 2019 enable a regimen
that does not limit combination with other
anticancer agents in first-line therapy, and
some of those additional dosages obtained
approval in Japan ahead of other countries.
In addition, Chugai is participating in global
phase III studies for NSCLC (neoadjuvant and
adjuvant), urothelial carcinoma, muscle
invasive urothelial carcinoma (adjuvant),
renal cell carcinoma, renal cell carcinoma
(adjuvant), early breast cancer, ovarian
cancer, hepatocellular carcinoma (adjuvant),
and head and neck carcinoma (including
adjuvant treatment). In February 2020,
Chugai filed applications for Tecentriq and
Avastin in combination for unresectable,
advanced or recurrent hepatocellular
carcinoma (HCC).

Review of 2019 Performance
Sales of Tecentriq increased ¥11.5 billion, or
126.4 percent, year on year to ¥20.6 billion,
substantially higher than expected. Sales
increased because in its position in secondline treatment and beyond for NSCLC, it can
be prescribed regardless of PD-L1 expression,
and because of steady uptake in combination
with Avastin and chemotherapy in first-line
treatment of unresectable, advanced or
recurrent NSCLC.

Gazyva (GA101)
Glycoengineered type II anti-CD20
monoclonal antibody
(Generic name: obinutuzumab)
Launch in Japan: August 2018

Basic Information
Gazyva is a glycoengineered type II monoclonal
antibody in-licensed from Roche that, like
Rituxan, targets CD20. A study that directly
compared its efficacy and safety with Rituxan,
currently the most widely used monoclonal
antibody, in patients in Japan and overseas
(the GALLIUM study) was terminated early
for benefit after positive results were reported.
Gazyva obtained approval for the treatment
of CD20-positive follicular lymphoma in July
2018, and was launched in August 2018.
In November 2012, Chugai entered into an
agreement with Nippon Shinyaku Co., Ltd.
to co-develop and co-market this agent
in Japan.
Review of 2019 Performance
Sales of Gazyva, which was launched in
August 2018, increased ¥3.0 billion, or 500.0
percent, year on year to ¥3.6 billion. Steady
sales growth was driven by uptake in
Rituxan-naïve or recurrent patients.

Rozlytrek (RG6268)
ROS1/TRK inhibitor
(Generic name: entrectinib)
Launch in Japan: September 2019

Basic Information
Rozlytrek, in-licensed from Roche, is an orally
bioavailable CNS-active tyrosine kinase
inhibitor that potently and selectively inhibits
ROS1 and the TRK family, and also acts on
brain metastases. Targeting NTRK fusion
gene-positive solid tumors, RG6268 has been
granted breakthrough therapy designation
in the United States, PRIorityMEdicines
(PRIME) designation in the EU, and Sakigake
designation in Japan. Chugai obtained the
world’s first approval for the treatment of
NTRK fusion gene-positive advanced/
recurrent solid tumors in Japan in June 2019,
and launched the product in September
2019. Rozlytrek is a tumor-agnostic therapy
that uses a next-generation sequencingbased companion diagnostic to identify target
genomic alterations that drive cancer, thus
embodying the advanced PHC that Chugai is
promoting. F1CDx obtained approval in June
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2019 as a companion diagnostic for
Rozlytrek. Chugai obtained approval for ROS1
unresectable, advanced, or recurrent fusion
gene-positive NSCLC in February 2020.

GC33 (RG7686)

Development project

Anti-glypican-3 humanized monoclonal
antibody
(Generic name: codrituzumab)

GC33, a humanized monoclonal antibody
created by Chugai, targets glypican-3 (GPC3),
which is specifically expressed in hepatocellular
carcinoma. GC33 did not meet the primary
endpoint in a global phase II monotherapy
study started in March 2012. A phase I
clinical study for hepatocellular carcinoma in
combination with Tecentriq has been under
way since August 2016, and the study results
were presented at the European Society of
Medical Oncology (ESMO) 2018 Congress.

ERY974

Development project

Anti-glypican-3/CD3 bispecific antibody

ERY974 is the first T-cell redirecting antibody
(TRAB) developed by Chugai. TRAB is a
bispecific antibody that creates a short bridge
between CD3 on T cells and tumor antigen
on tumor cells to activate T cells in a tumor
antigen-dependent manner, and is expected
to demonstrate strong cytotoxicity against
tumor cells. GPC3, a tumor antigen targeted
by ERY974, is reported to be expressed
in multiple types of tumor cells including
hepatocellular carcinoma, lung cancer, gastric
cancer and esophageal cancer. A phase I
clinical trial is under way.

RG7596

Development project

Anti-CD79b antibody-drug conjugate
(Generic name: polatuzumab vedotin)

RG7596 is an antibody-drug conjugate of an
anti-CD79b monoclonal antibody and the
microtubule inhibitor MMAE, joined together
with a linker. In-licensed from Roche, the
conjugate is designed to deliver MMAE
directly into B cells via CD79b, which is
expressed on B cells, so that the inhibitor can
act. To demonstrate a cytostatic effect on
tumor cells, a global phase III study for
previously untreated diffuse large B-cell
lymphoma (DLBCL) started in November
2017. In addition, a phase II clinical study for
relapsed or refractory DLBCL started in Japan
in October 2018 and achieved a primary
endpoint in February 2020. In November
2019, RG7596 received MHLW orphan drug
designation for the treatment of DLBCL.
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RG7440

Development project

RG7461

Development project

AKT inhibitor
(Generic name: ipatasertib)

Anti-FAP humanized antibody-engineered
IL-2 variant fusion protein

RG7440 is an AKT inhibitor in-licensed from
Roche. Global phase III studies started in
June 2017 for prostate cancer and in January
2018 for breast cancer. For breast cancer,
a number of new global phase III studies are
either beginning or in preparation with the
aim of adding further indications.

RG7461 is an anti-FAP humanized antibodyengineered IL-2 variant fusion protein
in-licensed from Roche. Targeting an
interleukin-2 (IL-2) variant in tumor stroma
that overexpress fibroblast activation protein
(FAP), it is expected to demonstrate efficacy
against tumor cells by inducing activation of
immune effector cells in the tumor
microenvironment. In October 2019, Chugai
began a phase I clinical trial of RG7461 for
solid tumors in Japan.

RG7421

Development project

MEK inhibitor
(Generic name: cobimetinib fumarate)

RG7421 is an MEK inhibitor in-licensed from
Roche. Chugai started a phase I clinical study
for the treatment of solid tumors in Japan in
July 2017.

RG6058

RG7802

RG6058 is an anti-TIGIT monoclonal antibody
in-licensed from Roche. TIGIT is an immune
checkpoint expressed on the surface of NK
cells and T cells that binds to poliovirus
receptors (PVR) expressed on tumor cell
surfaces. This binding is thought to allow the
cancer cells to evade attack by immune cells.
RG6058 restores and maintains the immune
response of NK cells and T cells by blocking
the binding of TIGIT to PVR, and is thus
expected to demonstrate efficacy against
cancer cells. In November 2019, Chugai
began a phase I clinical trial of RG6058 for
solid tumors in Japan.

Development project

Anti-CEA/CD3 bispecific antibody
(Generic name: cibisatamab)

RG7802, a bispecific antibody in-licensed
from Roche, is expected to activate T-cells
and attack tumor cells by cross-linking CD3
on T-cells to carcinoembryonic antigen (CEA)
on tumor cells. With a novel structure
engineered to bind simultaneously with one
arm to CD3 on T-cells and two arms to CEA
on tumor cells, it exhibits higher tumor
selectivity and stronger binding to CEA. CEA
is reported to be overexpressed in a variety
of cancers, including colorectal cancer.
RG7802-mediated intra-tumor T-cell
proliferation may yield efficacy in tumor
types that are not responsive to current
cancer immunotherapies because there
are few T-cells in the tumor. In addition,
combination immunotherapy of RG7802
with Tecentriq is expected to yield a potent
antitumor effect in various CEA-positive
cancers by inducing further T-cell activation.
Chugai started a phase I clinical study of
RG7802 for the treatment of solid tumors
in Japan in January 2018.

RG7828

Development project

Anti-CD20/CD3 bispecific antibody
(Generic name: mosunetuzumab)

RG7828 is a bispecific antibody in-licensed
from Roche. Similar to RG7802, it is
expected to activate T cells and attack tumor
cells by cross-linking CD3 on T cells to CD20
on B cells. Chugai started a phase I clinical
study for the treatment of hematologic
tumors in Japan in March 2018.

Development project

Anti-TIGIT fully humanized monoclonal
antibody
(Generic name: tiragolumab)
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Bone and Joint Diseases/Autoimmune Diseases
have been reviewed; and osteoporosis
caused by lifestyle-related diseases has been
addressed. In the interim, Edirol and other
medicines have been approved for insurance
coverage. Revisions issued in December
2011 added preventive and diagnostic items
in light of the importance of early prevention
to broaden the overall scope of osteoporosis
treatment. Since then, the 2012 revised
Diagnostic Criteria for Primary Osteoporosis
and Management and Treatment Guidelines
of Steroid-induced Osteoporosis have been
adopted. Bonviva IV Injection and other
medicines have been launched and covered
by insurance, and revised guidelines were
issued in July 2015.

Osteoporosis
Osteoporosis is a disease in which the bones
become weak due to advanced age or other
factors, increasing the risk of fractures.
Osteoporosis patients may incur fractures
through normal daily activities. Among these,
compression fractures of the spine and
femoral neck fractures can decrease quality
of life by leaving patients bedridden and can
also increase mortality risk. About 13 million
people in Japan suffer from osteoporosis.
However, the treatment rate stands at
around only 20 percent of the estimated
number of sufferers because there are
usually no symptoms until a fracture occurs.
The availability of superior new drugs that
have higher efficacy, safety and convenience
has brought promise for improvement in the
quality of life of patients.

Recently, an osteoporosis liaison service
(OLS) initiated by the Japan Osteoporosis
Society was introduced for the purpose of
preventing osteoporosis and inhibiting bone
fractures by coordinating the efforts of
various healthcare professionals, including
doctors, nurses, pharmacists and physical
therapists. Medical staff involved in liaison
and possessing extensive knowledge related
to osteoporosis are called osteoporosis
managers. This education program has been
ongoing since 2012, and more than 3,061
osteoporosis managers were active as of
April 2019.

Treatment Methods
Osteoporosis drug therapies include active
vitamin D3 derivatives, which improve bone
metabolism, bisphosphonates, which are
bone resorption inhibitors, an anti-RANKL
antibody, selective estrogen receptor
modulators (SERMs), human parathyroid
hormone (PTH), which is a bone formation
agent, anti-sclerostin antibodies, and
calcitonin.

Active vitamin D3 derivative
(Generic name: eldecalcitol)
Launch in Japan: April 2011

National prevention and treatment guidelines
for osteoporosis were revised in October
2006. Subsequently, advances have been
made in basic and clinical research into
osteoporosis; evaluation of fracture risk and
criteria for the initiation of drug treatment

Bonviva

Basic Information
Edirol, a vitamin D3 preparation born out of
Chugai’s many years of research in vitamin
D, is an agent that improves bone

Osteoporosis Market in Japan
(Billions of yen)
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Review of 2019 Performance
Sales of Edirol increased ¥3.8 billion, or
11.6 percent, to ¥36.7 billion. It has become
the most widely used active vitamin D3
preparation because of its superior efficacy
in increasing bone mass and preventing
fractures compared with existing products.
Recognition and understanding of Edirol as a
base treatment has broadened. As a result,
its use in combination with other drugs is
expanding, as are prescriptions, primarily for
new cases.
In China, an application has been filed for
approval of Edirol for osteoporosis.

Edirol

Regulatory Trends

metabolism in addition to calcium
metabolism. Chugai started sales of Edirol in
April 2011 as the successor drug to Alfarol
for the indication of osteoporosis. Under an
agreement signed in May 2008, Edirol has
been co-developed and is currently
co-marketed with Taisho Pharmaceutical Co.,
Ltd. Clinical trials have confirmed that Edirol
has a similar safety profile to alfacalcidol with
a statistically significant greater effect in
preventing fractures. In the 2015
osteoporosis prevention and treatment
guidelines, Edirol received a Grade A
recommendation, the only one for an active
vitamin D3 derivative, for its effectiveness in
increasing bone density and preventing
vertebral fractures.

2016

Bisphosphonates

2017
Vitamin D

2018

2019

Bisphosphonate anti-resorptive agent
(Generic name: ibandronate)
Launch in Japan: August 2013

Basic Information
Bonviva is a bisphosphonate in-licensed from
Roche. Bonviva IV Injection was launched in
August 2013. Under an agreement signed
in September 2006, Bonviva is being
co-developed and co-marketed with Taisho
Pharmaceutical Co., Ltd. Bonviva IV Injection
can be given as a rapid intravenous injection
once a month, and thus may significantly
reduce the burden on patients. It is also
expected to benefit patients who have difficulty
taking oral formulations or who tend to forget
to take their medication. In addition, Bonviva
Tablet, a once-monthly oral formulation,
demonstrated non-inferiority to Bonviva IV
Injection in a phase III clinical trial, and Chugai
began sales in April 2016. By enabling drug
selection according to patient lifestyle, monthly
Bonviva IV Injection and Bonviva Tablet are
expected to help improve patient adherence,
convenience for healthcare providers and the
rate of continuation of treatment.

Annual Report 2019

107

Review of 2019 Performance
Sales of Bonviva increased ¥0.3 billion, or 3.2
percent, to ¥9.7 billion. The intravenous
injection and oral formulations have the same
high level of efficacy, and the ability to select
the formulation according to the patient’s
condition has helped to differentiate Bonviva
from other bisphosphonates.

Changes in Rheumatoid Arthritis Drug Therapy
1970s

1980s

1990s

2003 and after

Alleviate pain
Therapeutic
Aim

Halt progress of joint destruction
Heal/repair joint destruction
Remission
Anti-inflammatory drugs

Rheumatoid Arthritis/
Osteoarthritis

Nonsteroidal
anti-inﬂammatory drugs

Therapeutic
Agents

Adrenocortical hormone

Rheumatoid arthritis (RA) is a systemic
disease characterized by painful inflammation
and deformation of joints leading to
dysfunction. Without appropriate treatment,
the patient’s condition deteriorates over time.
There are currently an estimated 700,000
to 800,000 patients in Japan suffering from
RA, of whom some 330,000 are currently
receiving drug treatment. The aging of the
patient population has also become a problem
in recent years. On the other hand, there are
about 8,000 patients in Japan with juvenile
idiopathic arthritis (JIA), a form of RA suffered
by children under 16 years of age.

Conventional synthetic
disease-modifying
antirheumatic drugs

Targeted synthetic
DMARDs

With the advent of biologics, the aim of therapy for rheumatoid
arthritis has shifted to achieving and maintaining remission.

Systemic juvenile idiopathic arthritis (sJIA)
accounts for 30 to 40 percent of all JIA
cases, but steroids, the main treatment for
sJIA, can cause growth impairment and other
adverse reactions. Consequently, the
approval and launch of Actemra for sJIA in
April 2008 provided a significant advance in
therapy.
* Source: Evaluate Pharma

Treatment Methods and Market Conditions

Regulatory Trends

In drug therapy for RA, the introduction of
biologics has made high remission rates a
realistic treatment goal. Research in recent
years suggests that the administration of
biologics at the early onset stage is effective
in inhibiting bone and joint damage.

In November 2018, MHLW released an
update of the Report of the Rheumatism and
Allergy Countermeasure Committee, which
was previously issued in 2005 and 2011. To
maximize long-term quality of life of RA
patients through appropriate treatment that
controls disease activity, and to provide
comprehensive support in daily life at
workplaces and schools, and for life events
such as pregnancy and childbirth, the report
calls for (1) enhancement of medical service
systems; (2) improvement of the patient
environment, including consultation
opportunities and access to information, and
(3) promotion of research and development
and other activities. In Europe, revised

The global market for these agents is forecast
to reach U.S.56.7 billion* by 2024. The
market continues to change, and the range of
treatment options for RA is expanding. In
2013, biological DMARDs, a new class of oral
drugs, were launched in the United States
and Japan, and in 2014, a biosimilar was
launched in Japan after previously being
launched in Europe.

Biological
DMARDs

Rheumatoid Arthritis Market in Japan
(Billions of yen)

500

treatment recommendations in 2013 added
Actemra and Abatacept to the biologic drugs
recommended in first-line therapy, which
were previously limited to anti-TNF agents. In
2015, a proposed update of clinical practice
guidelines was announced at the American
College of Rheumatology, with biologics
including Actemra added as first-line therapy
along with anti-TNF agents. Moreover,
the updated European League Against
Rheumatism (EULAR) recommendations
that were announced in June 2016 state the
superiority of interleukin-6 (IL-6) inhibitor
therapy over other biologics in cases where
MTX and other therapies cannot be used.

Castleman’s Disease
Castleman’s disease is a lymphoproliferative
disease characterized by symptoms such
as systemic lymphadenopathy, fever
and general fatigue, as well as various
abnormal laboratory test values including
anemia, hypergammaglobulinemia and
hypoalbuminemia. It has been confirmed
that these manifestations result from the
excessive production of IL-6, one of the
cytokines that causes inflammation.
Castleman’s disease is very rare, affecting
approximately 1,500 people in Japan.
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Large-vessel vasculitis belongs to a group
of autoimmune diseases called vasculitis
syndromes. It refers to vasculitis in the aorta
and the major aortic branches to the limbs
and head and neck, and includes Takayasu
arteritis and giant cell arteritis (temporal
arteritis).

Data Section

Takayasu arteritis leads to inflammation of
the aortic arch and its branch vessels. It
affects women more than men, at a ratio of
9:1, and age of onset is between 20 and 50
years. It occurs most commonly in Asia,
including Japan, and the Middle East. Initial
symptoms are reduced head and cerebral
blood flow related conditions, primarily
dizziness, lightheadedness and headaches,
as well as neck pain, chest pain and vascular
pain along the limb arteries.
Giant cell arteritis is a granulomatous
vasculitis occurring primarily in the aorta and
aortic branches, mainly the temporal arteries.
It also affects women more than men, at a
ratio of 1.6:1, and the age of onset is 55
years or older. It occurs most commonly in
Western countries and is rare in Japan.
Common initial symptoms include headache,
systemic conditions such as fever, and loss
of vision.

Adult Still’s Disease
Adult Still’s disease is an autoimmune
disease that typically presents with a high
spiking fever, aching joints and a light-pink
rash. Leukocytosis, increased C-reactive
protein (CRP) levels, and elevated erythrocyte
sedimentation rates are frequently observed
in laboratory findings. Inflammation
suppression with corticosteroids is the
standard therapy, but until recently, no drug
covered by the National Health Insurance
was available for steroid-resistant patients.

Actemra (MRA/RG1569)
Humanized anti-human IL-6 receptor
monoclonal antibody
(Generic name: tocilizumab)
Launch in Japan: June 2005

Basic Information
Actemra, created by Chugai and the first
therapeutic antibody originating in Japan,
blocks the activity of IL-6, a type of cytokine.
It was launched in Japan in June 2005 as a
treatment for Castleman’s disease. In April
2008, Chugai obtained approval in Japan for
the additional indications of RA, polyarticular
juvenile idiopathic arthritis (pJIA) and sJIA.
In May 2013, Chugai launched a new
subcutaneous formulation that improves
convenience for patients in addition to the
existing drip infusion formulation. This
subcutaneous formulation includes the first
auto-injector in the Japanese RA market.
Actemra is marketed globally through Roche.
In Europe, where the medicine is known as
RoActemra, sales for the treatment of RA
started in 2009. Chugai’s marketing

subsidiary co-promotes RoActemra with
Roche in the United Kingdom, France and
Germany. In the United States, Actemra
obtained approval in January 2010 for the
treatment of adult patients with moderate to
severe active RA who have had an inadequate
response to one or more anti-TNF agents,
and obtained approval in October 2012 as a
first-line biologic treatment. In Taiwan and
South Korea, where Chugai has marketing
rights, Actemra obtained approval in July
2011 and April 2012, respectively. Following
its launch in Japan, the subcutaneous
formulation obtained approval in the United
States in October 2013 and in Europe in
April 2014, and has been launched in both
markets. RoActemra was also approved for
early RA in Europe in September 2014.
Furthermore, Actemra obtained approval for
the additional indication of treatment of sJIA
in the United States in April 2011 and in
Europe in August 2011. Actemra also
received breakthrough therapy designation
from the U.S. FDA in 2016 for giant cell
arteritis. In Japan, it became possible in June
2017 to reduce the dose interval of Actemra
from two weeks to one week in patients with
an inadequate response to use of the
subcutaneous formulation for RA. Actemra
obtained approval in Japan for the additional
indications of Takayasu arteritis and giant cell
arteritis in August 2017, and In the United
States, in November 2018 an autoinjector
obtained approval as an additional formulation
for the treatment of RA, giant cell arteritis,
sJIA and pJIA. Actemra also obtained approval
in the United States in August 2017 and in
Europe in August 2018 for the additional
indication of chimeric antigen receptor (CAR)
T cell-induced cytokine release syndrome,
and in Japan in March 2019 for the additional
indication of cytokine release syndrome
induced by tumor-specific T cell infusion
therapy.
Review of 2019 Performance
Sales of Actemra in Japan increased ¥3.6
billion, or 9.4 percent, to ¥41.8 billion. The
increase continued to be driven by the strong
growth of the subcutaneous formulation after
Chugai obtained approval for an additional
dosage and administration with a shorter
dose interval of the subcutaneous formulation
for RA, and for the additional indications of
Takayasu arteritis and giant cell arteritis. Sales
of the subcutaneous formulation accounted
for more than 60 percent of the total.
Sales of Actemra outside Japan (including
exports to Roche) increased ¥7.7 billion, or
9.6 percent, to ¥88.3 billion. Roche’s global
sales increased 6.0 percent year on year with
steady market penetration, including solid
uptake of the subcutaneous formulation in
all regions.

RG7845

Development project

BTK Inhibitor
Generic name: fenebrutinib

RG7845, is an oral, small molecule drug
in-licensed from Roche that inhibits Bruton’s
tyrosine kinase (BTK). BTK is expressed in
B cells and bone marrow, and is believed to
be involved in arteritis and joint destruction
associated with RA. RG7845 is expected to
improve RA symptoms because it selectively
and reversibly binds to the BTK molecule,
thereby having an inhibiting effect on its
activity. A phase I clinical trial started in
June 2017.

RG7880

Development project

Human IL-22 fusion protein
Generic name: undetermined

RG7880 is a human IL-22 fusion protein
in-licensed from Roche. It is expected to
demonstrate efficacy in treating inflammatory
bowel disease by directly promoting the
regenerative and protective functions of IL-22
in epithelial tissue. A phase I clinical trial
began in July 2019.

Osteoarthritis
The most common joint disease is
osteoarthritis. It leads to degeneration of
the cartilage in the joints and surrounding
areas, causing joint pain and reduced
mobility. The prevalence of this disease
increases with age. Knee osteoarthritis is
particularly common among women, and is
reported to affect an estimated 30 percent
of women in their fifties, 57 percent in their
sixties, and 80 percent at 80 years of age
or older.
Academic societies have been aggressively
promoting research, diagnosis and treatment
of osteoarthritis as an underlying cause of
“locomotive syndrome,” a term proposed
in the field of orthopedics to designate the
condition of individuals at high risk of suffering
loss of motor function due to advanced
age that leaves them requiring nursing care
and bedridden.
The main drug therapies for osteoarthritis
include non-steroidal anti-inflammatory
analgesics, steroids and hyaluronic acid
preparations, with intraarticular administration
of hyaluronic acid preparations used as a
treatment in the early and middle stages.
Intraarticular administration of hyaluronic
acid preparations has also demonstrated
effectiveness in improving periarthritis of the
shoulder and knee joint pain associated with
rheumatoid arthritis.
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Suvenyl
Agent for joint function improvement
(Generic name: sodium hyaluronate)
Launch in Japan: August 2000

Basic Information
Suvenyl, a drug that improves joint function
through injection into the joint cavity, is a high

molecular weight sodium hyaluronate drug
that alleviates knee osteoarthritis, shoulder
periarthritis and knee joint pain caused by RA.
With physical and chemical properties close
to that of hyaluronic acid found in the body,
Suvenyl has been recognized for its superior
performance, including its anti-inflammatory
and analgesic effects.

Review of 2019 Performance
Sales decreased ¥0.6 billion, or 7.7 percent,
to ¥7.2 billion, due to the impact from NHI
drug price revisions and competing products.
In China, phase III clinical studies are under
way for knee osteoarthritis and shoulder
periarthritis.

Erythropoiesis-Stimulating Agent (ESA)

The serum half-life of Mircera is virtually
the same for intravenous or subcutaneous
administration, and the drug demonstrates
efficacy in relieving the symptoms of anemia
when administered at four-week intervals
during the maintenance period. Consequently,
it is expected to reduce the burden of hospital
visits on the aging population of patients with
pre-dialysis CKD and to contribute to better
treatment adherence. Furthermore, as a
dialysis-related treatment, Mircera is expected
to reduce the burden on medical staff and
improve medical safety by dramatically
reducing administration frequency, and is
one of the options for the treatment of
renal anemia.

Renal Diseases
Renal Anemia
Complications of Renal Dysfunction
In dialysis patients and end-stage chronic
kidney disease (CKD) patients, a key issue is
treating the various complications of
advanced renal dysfunction, such as renal
anemia, secondary hyperparathyroidism, and
abnormal calcium and phosphorus
metabolism. Of these complications, renal
anemia is one of the most frequent,
occurring not only in renal disease patients
undergoing dialysis but also in pre-dialysis
CKD patients. Renal anemia is associated
with reduced quality of life, and is also a
factor in the progress of organ damage,
including decreased cardiac function and
renal function.
The importance of treatment and the
appropriate management of renal anemia
and chronic kidney disease - mineral and
bone disorder (CKD-MBD) were indicated in
the Guideline for Renal Anemia in Chronic
Kidney Disease (2015) and the Clinical
Practice Guidelines for the Management of
CKD-MBD (2012) issued by the Japanese
Society for Dialysis Therapy and in the
Evidence-based Practice Guidelines for the
Treatment of CKD (2018) issued by the
Japanese Society of Nephrology.

Number of Dialysis Patients in Japan
(Thousands)

400
300

314

320

325

330

335

340

200
100
0
2013 2014 2015 2016 2017 2018
Source: Overview of Regular Dialysis Treatment in
Japan (as of December 31, 2018) by Statistical
Survey Committee, The Japanese Society for
Dialysis Therapy

110

CHUGAI PHARMACEUTICAL CO., LTD.

Erythropoietin (EPO) is a hemopoietic factor
produced mainly in the kidneys. It stimulates
erythrocyte production by binding to EPO
receptors on erythroid progenitor cells in
bone marrow. An erythropoiesis-stimulating
agent (ESA) is effective in treating renal
anemia caused primarily by the decline in
EPO production due to CKD, and is thought
to help improve quality of life. ESAs are
currently used by approximately 80 percent
of dialysis patients as well as by some predialysis CKD patients with renal anemia.
ESAs are thus an essential drug for the
treatment of renal anemia.

Flat-Sum Reimbursement System for ESAs
Since the 2006 revisions of medical fees,
ESAs have been included in medical fee
points for hemodialysis (artificial kidney). The
integrated fee points are reviewed with each
revision of medical fees, and were reduced in
2018, which has led to intensified price
competition for ESAs in the dialysis market.

Mircera
Long-acting erythropoiesis-stimulating agent
(Generic name: epoetin beta pegol)
Launch in Japan: July 2011

Basic Information
Mircera is a drug that raises the stability of
epoetin beta in the bloodstream through
pegylation. It is a new type of renal anemia
treatment with the longest serum half-life
among ESAs, enabling stable and sustained
control of anemia. It stimulates erythropoiesis
through a different interaction with the EPO
receptor on burst-forming unit erythroid
(BFU-E) cells in the bone marrow. Mircera
was launched in Japan in July 2011 as a
treatment for renal anemia. Outside Japan,
Mircera obtained approval in Europe in 2007
and is currently sold in more than 100
countries, including the United States.

Review of 2019 Performance
Sales of Mircera decreased ¥0.9 billion, or 3.9
percent, to ¥22.2 billion. While the use of
Mircera in pre-dialysis CKD patients expanded,
sales decreased because of an NHI drug
price revision as well as intensified price
competition in the dialysis market after
integrated fee points for hemodialysis
(artificial kidney) were reduced due to the
revision of medical fees.

Others
Oxarol
Agent for secondary hyperparathyroidism
(Generic name: maxacalcitol)
Launch in Japan: September 2000

Basic Information
Synthesized by Chugai, Oxarol is the first
intravenous active vitamin D3 derivative
agent in Japan. It treats secondary
hyperparathyroidism, a result of conditions
such as impaired vitamin D activation
associated with renal dysfunction, by acting
directly on the parathyroid gland to control
parathyroid hormone synthesis and secretion,

Data Section

and by improving bone metabolic conditions.
With its short serum half-life, Oxarol shows
efficacy and enables treatment in patients
who previously could not be treated
adequately with oral vitamin D3 derivatives
due to the onset of hypercalcemia.

Review of 2019 Performance
Sales of Oxarol decreased ¥0.4 billion, or 5.5
percent, to ¥6.9 billion due to the impact of
the NHI drug price revision, despite slower
uptake of a generic product.

EOS789

Development project

EOS789 is an oral drug created by Chugai
with a molecular weight of over 500 g/mol.
A phase I clinical trial of EOS789 for
hyperphosphatemia has been completed.

Neurology
Alzheimer’s Disease
Alzheimer’s disease (AD) is the most
common form of dementia. Pathologically,
it is a progressive neurodegenerative disease
that causes neuron death in the brain and
brain atrophy. It leads to a general and
progressive loss of memory and other
cognitive functions, which can interfere with
daily life. While existing AD treatments have
some effect in slowing the progression of
dementia symptoms, they do not slow
pathological progress and are unable to stop
neuron death, and a treatment for the
underlying cause does not yet exist.
Consequently, unmet medical need is high,
and there is strong demand for a more
effective drug.

RG1450

Development project

Anti-amyloid-beta human monoclonal
antibody
(Generic name: gantenerumab)

RG1450 targets aggregate amyloid beta, with
a high binding affinity to plaques in particular.
It is expected to reduce cognitive deterioration
by removing amyloid beta in the brain. Global
phase III multinational studies of RG1450 for
AD began in June and July 2018.

RG6100

Development project

Anti-tau humanized monoclonal antibody
(Generic name: semorinemab)

RG6100 binds to tau proteins found in the
extracellular space of the brain, and is
expected to slow the deterioration of
cognitive functions in AD by halting the
propogation of tau via neurons. A phase I
clinical trial for AD began in April 2019.

Neuromyelitis Optica Spectrum
Disorder
Neuromyelitis optica spectrum disorder
(NMOSD) is a neurological autoimmune
disorder characterized by severe optic
neuritis and transverse myelitis. The disease
affects 0.3 to 4.4 in 100,000 people, and
there are about 4,000 patients in Japan. It is
an incurable disease that typically appears
around the age of 40 years and affects
women more than men, at a ratio of 9:1.
Symptoms include loss of vision (in some
cases progressing to blindness) and impairment
of motor function and sensation. In some
cases, the disease results in death. However,
NMOSD is an orphan disease with high
unmet medical need. It is believed to occur
mainly when aquaporin-4 (AQP4) in the central
nervous system is attacked by autoantibodies
called anti-AQP4 antibodies. Formerly, the
diagnostic criteria of neuromyelitis optica
(NMO) accompanied by optic neuritis and
myelitis, and NMOSD accompanied by either
optic neuritis or myelitis were proposed.
Recently, however, it was proposed to
reorganize and unify the definitions of both
disorders under the term NMOSD. This term
is now widely used to refer to a broader
spectrum of disease.

SA237

Development project

Anti-IL-6 receptor humanized monoclonal
antibody
(Generic name: satralizumab)

SA237 is a next-generation therapeutic
antibody that has shown success in blocking
IL-6 receptors with a longer duration of
action. Chugai created SA237 by applying
its novel antibody engineering technology
(Recycling Antibody engineering technology)
that enables a single antibody molecule to
block the target antigen repeatedly. As a
result, a prolonged serum half-life has been
demonstrated in clinical trials, which will
make a lower dosing frequency possible.
Because IL-6 promotes the production of the
anti-AQP4 antibodies that are the primary

cause of NMOSD, this drug is expected to
improve (reduce recurrence of) the symptoms
of these diseases as it inhibits the production
of those antibodies by blocking the IL-6 signal.
Two Chugai-sponsored global phase III studies
in NMOSD patients achieved their primary
endpoints. Chugai has licensed exclusive
rights to Roche for the development and
marketing of SA237 worldwide, with the
exception of Japan and Taiwan. SA237 has
been designated as an orphan drug in Japan,
the United States and Europe, and was granted
breakthrough therapy designation by the
FDA in December 2018 for the treatment of
NMOSD. Applications for approval of SA237
for of NMOSD were filed in the United States
and Europe in August 2019 and in Japan in
November 2019.

Huntington’s Disease
Huntington’s disease is a hereditary,
intractable, progressive neurodegenerative
disease that causes nerve cells in the brain
to break down. Characterized mainly by
involuntary movements (most commonly
chorea), neuropsychiatric symptoms and
dementia, this disease profoundly affects the
lives of affected individuals. As the disease
progresses, people with Huntington’s
disease may develop walking and swallowing
difficulties, personality changes and loss of
cognitive functions.
The prevalence of Huntington’s disease
varies by ethnicity and geographical location.
It is reported to affect 4 to 8 out of every
100,000 people in Western countries, but in
Japan it is a rare disease, affecting 0.7 out of
every 100,000 people, about 1/10 the rate in
Western Countries. Existing drug therapies
treat chorea and other involuntary movements,
as well as neuropsychiatric symptoms, but a
treatment for the underlying cause does not
yet exist.
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RG6042

Development project

Antisense oligonucleotide (ASO) targeting
human huntington messenger ribonucleic
acid (HTT mRNA)
(Generic name: tominersen)

RG6042 is an ASO targeting human HTT
mRNA, which is believed to be the cause of
Huntington’s disease. It has the potential to
delay or slow disease progression in people
with Huntington’s disease by binding
specifically to HTT mRNA, after which
synthesis of the HTT protein is inhibited. A
global phase III study began in March 2019.
RG6042 has received orphan drug designation
as a treatment for Huntington’s disease in
Japan, the United States and Europe, and was
granted PRIME designation by the European
Medicines Agency in 2018.

Parkinson’s Disease
Parkinson’s disease is a progressive
neurodegenerative disease characterized by
aggregation of α-synuclein in the central
nervous system and peripheral nervous
system. A wide range of motor symptoms
(tremor, muscle rigidity, akinesia, impairment
of postural reflexes, etc.) and non-motor
symptoms (sleep disorders, autonomic
dysfunction, cognitive and mental disorders,
etc.) occur. The estimated number of
patients in Japan is 200,000. A progressive
disease seen mainly in people age 50 or
older, it can lead to becoming bedridden as
the condition worsens.

RG7935

Spinal Muscular Atrophy
Spinal muscular atrophy (SMA) is a lower
motor neuron disease characterized by
amyotrophy and progressive muscle
weakness caused by degeneration of anterior
horn cells in the spinal cord. The estimated
number of patients in Japan is reported to be
around 1,000. The disease is caused by a
defect in the SMN1 gene, and onset usually
occurs in childhood. In severe cases it is fatal.

RG7916

RG7935 is a monoclonal antibody that targets
α-synuclein. It slows the expansion of nerve
cell death by inhibiting the cell-to-cell
propagation of aggregated forms of
neurotoxic α-synuclein, and is expected to
reduce and delay progression of the disease.
In a phase I clinical trial that began in 2018,
RG7935 demonstrated good tolerability, and
there were no significant racial differences in
pharmacokinetics.

Development project

SMN2 splicing modifier
(Generic name: risdiplam)

RG7916 is an SMN2 splicing modifier that
increases generation of a protein derived
from the SMN2 gene. This protein is nearly
identical to the protein made from the SMN1
gene, which is not functional in SMA patients.
RG7916 shows promise in improving neural
and muscular function. Global phase II/III studies
are under way, and RG7916 met its primary
endpoint in the SUNFISH study in patients
with Type 2 or 3 SMA and the FIREFISH study
in patients with Type I SMA, respectively.
RG7916 was granted PRIME designation
by the European Medicines Agency in
December 2018, and received orphan drug
designation in Japan in March 2019.
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Development project

Anti-α-synuclein monoclonal antibody
(Generic name: prasinezumab)
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Autism Spectrum Disorder
Autism spectrum disorder (ASD) is a lifelong
neurodevelopmental disorder presenting
impairments of social interaction and
communication and repetitive behaviors
(restricted interests), and is thought to be
mainly caused by a genetic factor. ASD is
estimated to affect about 1 percent of the
population.

RG7314

Development project

Vasopressin 1a receptor antagonist
(Generic name: balovaptan)

RG7314 is expected to improve social
interaction and communication in people
with ASD by suppressing the activity of the
vasopressin 1a receptor in the brain. A phase
I clinical trial of RG7314 for ASD began in
May 2019.

Others
GYM329/RG6237

Development project

Anti-latent myostatin sweeping antibody

GYM329, created by Chugai, is a nextgeneration antibody that applies Chugai’s
proprietary antibody engineering technologies,
including its recycling antibody and sweeping
antibody technologies. Latent myostatin is an
inactive form that is mainly secreted from
muscle cells, and is activated by BMP-1 and
other protein degrading enzymes. Activated
myostatin inhibits muscle growth and
hypertrophy, and by inhibiting myostatin,
GYM329/RG6237 is expected to improve
the various conditions associated with
muscle atrophy and loss of muscular
strength. Currently under development for
neuromuscular disease, this antibody began
a phase I clinical trial in October 2018. Chugai
out-licensed GYM329 to Roche at an early
stage before the start of clinical testing in
order to accelerate global development by
taking advantage of Roche’s experience and
expertise.

RG7906

Development project

RG7906 is a small molecule drug in
development for psychiatric disorders. A
phase I clinical trial began in January 2019.

Data Section

Other Diseases
Hemophilia
Hemophilia is a disease that leads to bleeding
in the joints, muscles and other areas in the
body due to a congenital deficiency or
abnormal function of blood coagulation
factors. A low level or absence of blood
coagulation factor VIII is known as hemophilia
A, while a low level or absence of blood
coagulation factor IX is referred to as
hemophilia B. Treatment of hemophilia A is
centered on replacement therapy to
supplement factor VIII. However, since it
involves intravenous injections two to three
times a week, treatment is a significant
burden, particularly on children. Moreover,
patients must be monitored for the
development of autoantibodies, called
inhibitors, to the supplemented factor.
Patients with inhibitors are treated by means
such as bypass therapy or immune tolerance
therapy, but these therapies are limited in
terms of convenience and the stability of
their effects. A more useful treatment
method is therefore needed.

Hemlibra (ACE910/RG6013)
Anti-coagulation factor IXa/X humanized
bispecific monoclonal antibody
(Generic name: emicizumab)
Launched in Japan: May 2018

Hemlibra is a bispecific antibody that employs
Chugai’s innovative antibody engineering
technologies. Like factor VIII, which is low
or missing in hemophilia A, Hemlibra
simultaneously binds to factor IXa and factor
X, stimulating the activation of factor X by
activated factor IX and promoting normal
blood coagulation for hemostasis. Unaffected
by inhibitors, Hemlibra can prevent bleeding
with subcutaneous injections once a week,
once every two weeks, or once every four
weeks, and is promising as a drug that can
change the existing system of treatment.
Another key feature is that Chugai’s
proprietary technology ART-Ig is applied to
Hemlibra, enabling industrial production of
bispecific antibodies.
Chugai concluded an out-licensing agreement
with Roche in July 2014 and in May 2017
entered into a license agreement with JW
Pharmaceutical Corporation for the exclusive
marketing rights in South Korea. The drug
received breakthrough therapy designation
from the U.S. FDA in September 2015 for its
potential to prevent bleeding in hemophilia
patients with inhibitors, and in April 2018 for
its potential to prevent bleeding in patients

without inhibitors. In the United States,
Hemlibra received priority review designation
in August 2017, and in November 2017
obtained approval for routine prophylaxis with
once-weekly subcutaneous administration in
adult and pediatric patients with hemophilia A
with factor VIII inhibitors. Hemlibra was also
granted accelerated assessment in Europe,
and received regulatory approval from the
European Commission in February 2018. In
Japan, it obtained approval in March 2018 and
was launched in May 2018. It also obtained
approval in Taiwan in December 2018 and
was launched there in November 2019.
Applications were filed in the United States,
Europe and Japan in April 2018, and in Taiwan
in January 2019, for routine prophylaxis of
bleeding episodes, as well as for additional
dosage and administration as a biweekly or
four-weekly treatment, for people with
hemophilia A without inhibitors. In the United
States, Hemlibra was granted priority review
status in June 2018, and in October 2018, it
obtained approval for prophylactic treatment
by subcutaneous administration once weekly,
every two weeks, or every four weeks in
adults or children with hemophilia A without
inhibitors, as well as additional dosing options
of every two weeks or every four weeks in
adults and children with hemophilia A with
inhibitors. Hemlibra also obtained approval in
Japan in December 2018, and in the EU in
March 2019.
Review of 2019 Performance
Sales of Hemlibra increased ¥22.2 billion, or
740 percent, year on year to ¥25.2 billion.
Hemlibra has a different mode of action than
factor VIII and a long half-life, supporting a
steady increase in uptake for patients without
inhibitors. In particular, switches to Hemlibra
took place early on in pediatric patients with
difficult venous access, surpassing
expectations.

NXT007

Development project

Anti-coagulation factor IXa/X bispecific
antibody

including the administration device. A phase
I/II clinical trial for hemophilia A began in
August 2019.

Influenza
Influenza is an acute infectious disease
characterized by the rapid onset of high fever
(38 degrees centigrade or higher) and severe
systemic symptoms. It is highly infectious,
and epidemics can develop quickly. In some
cases, secondary infections can lead to very
serious illness and death. Influenza is
classified into types A, B and C based on
differences in the antigenicity of the
underlying virus. Types A and B can infect
humans and cause major outbreaks.

Tamiflu
Anti-influenza agent
(Generic name: oseltamivir)
Launch in Japan: February 2001

Basic Information
Tamiflu is an oral anti-influenza agent that is
effective against both type A and type B
infections. It inhibits viral replication by
blocking the action of neuraminidase, an
enzyme essential for the multiplication of the
influenza virus. Launched in capsule form in
February 2001 and dry syrup form in July
2002, dosages are available for patients one
year of age and older. From March 2007,
restrictions on the use of Tamiflu in teenage
patients with seasonal influenza were in
force in Japan. The measure was introduced
as a safety precaution following several
reports of abnormal behavior in influenza
patients who had taken Tamiflu. In May
2018, the Subcommittee on Drug Safety of
the Ministry of Health, Labour and Welfare
confirmed that abnormal behavior occurs

Tamiflu Sales
(Billions of yen)

20

NXT007, created by Chugai, is a bispecific
antibody that stimulates blood coagulation
using the same mode of action as Hemlibra.
One difference from Hemlibra is the
application of Chugai’s antibody engineering
technologies FAST-Ig, which enhances largescale production of the bispecific antibody
and ACT-Fc, which is expected to improve
antibody pharmacokinetics. NXT007 is
expected to achieve the levels of hemostasis
found in healthy adults and children, and is
being developed to improve convenience,
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regardless of whether anti-influenza drugs
have been given, and in July 2018, the same
subcommittee decided that the restrictions
should be removed. Accordingly, the package
insert was revised and restrictions on the use
of Tamiflu in teenage patients were removed
in August 2018.
The shelf life of Tamiflu capsules was
extended to 10 years from seven years for
capsules manufactured after July 2013,
and the shelf life of Tamiflu dry syrup was
extended to 10 years starting with the
portion shipped in 2015. In March 2017,
Chugai obtained approval for additional dosage
and administration of Tamiflu dry syrup for
neonates and infants younger than 12 months.
Review of 2019 Performance
Ordinary sales of Tamiflu decreased ¥2.7
billion, or 26.7 percent, to ¥7.4 billion, while
sales for government stockpiles were ¥3.2
billion. The decrease in sales in 2019
reflected the market entry of (baloxavir
marboxil), which has a novel mode of action,
and a generic version of Tamiflu. The market
share of Tamiflu recovered in December
2019 because relevant scientific societies
recommended restricting the use of (baloxavir
marboxil) in children under 12 years of age
due to concerns about drug-resistant viruses.

Atopic Dermatitis
A type of allergic disorder, atopic dermatitis is
a chronic skin disease characterized by an
itchy rash that alternately improves and
worsens. Scratching the affected area
exacerbates the skin symptoms and makes
the itching worse, leading to an itch-scratch
cycle. The basic treatment is drug therapy
using topical steroid preparations and/or
immunosuppressants to control the
inflammation and a skin care regimen to
prevent the inflammation from recurring.

Prurigo Nodularis
Prurigo nodularis is a chronic skin disorder
that causes thick papules or nodules
accompanied by intensive itching. Patients
with prurigo nodularis worry that the severe
itching will interfere with their daily lives. The
cause of prurigo nodularis is not yet fully
understood, and control of the symptoms is
difficult, and thus an effective treatment is
needed.

CIM331

Others
CellCept
Immunosuppressant
(Generic name: mycophenolate mofetil)
Launch in Japan: November 1999

Sales of CellCept increased ¥0.3 billion, or
3.3 percent, to ¥9.3 billion. CellCept is used
to treat refractory rejection after kidney
transplants and to prevent rejection after
kidney, heart, liver, lung and pancreas
transplants. The need for transplantation
medication has been rising in Japan, driven
by advances in transplantation therapy. In
May 2016, CellCept received approval for the
indication of lupus nephritis, a refractory
disease associated with the autoimmune
disease systemic lupus erythematosus.
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Development project

Anti-IL-31 receptor A humanized monoclonal
antibody
(Generic name: nemolizumab)

Nemolizumab (CIM331) is an anti-IL-31
receptor A humanized monoclonal antibody
originating from Chugai. The drug is expected
to improve itching and skin inflammation in
atopic dermatitis by blocking IL-31, a
proinflammatory cytokine, from binding to
its receptor.
In July 2016, Chugai entered into a global
license agreement granting Galderma S.A.
of Switzerland exclusive rights for the
development and marketing of nemolizumab
worldwide, with the exception of Japan and
Taiwan. In September 2016, Chugai entered
into a license agreement granting Maruho
Co., Ltd. the rights for the development
and marketing of nemolizumab in the skin
disease area for the Japanese market. In the
development of CIM331 for atopic dermatitis,
in 2019 Maruho achieved the primary
endpoints in a phase III clinical study and
Galderma started a global phase III study. In
addition, CIM331 was granted breakthrough
therapy designation by the FDA for pruritus
associated with prurigo nodularis. Galderma
plans to start a phase III clinical study for
prurigo nodularis in 2020.

Paroxysmal Nocturnal
Hemoglobinuria
Paroxysmal nocturnal hemoglobinuria (PNH)
is a disorder that leads to complications such
as thrombosis and CKD, in addition to anemia
and dark brown urine caused by hemolysis as
well as infections and bleeding tendency
associated with a decrease in white blood
cells and platelets. It is an acquired genetic
disorder that affects hematopoietic stem
cells, causing the creation of red blood cells
that have no complement resistance, and
hemolysis occurs when complements are
activated in vivo. An estimated 430 patients
suffer from PNH in Japan (according to a
fiscal 1998 epidemiological survey by the
Ministry of Health, Labour and Welfare), and
the disease reportedly affects approximately
5,000 people globally. Although this number
is small, PNH is a progressive disease with a
high risk of mortality.

SKY59/RG6107

Development project

Anti-C5 recycling antibody
(Generic name: crovalimab)

SKY59 is a recycling antibody discovered by
Chugai that inhibits the C5 complement
component.
The onset of a number of diseases is
reported to be caused by complement
activation. SKY59 is expected to inhibit
cleavage of C5 to C5a and C5b, thus
suppressing complement activation and
improving disease conditions. In PNH, SKY59
may have a suppressive effect on hemolysis
by preventing the destruction of red blood
cells. Application of multiple Chugai
proprietary antibody engineering technologies
resulted in a prolonged half-life (in preclinical
trials), and the antibody is being developed
as a subcutaneous self-injection. Due to the
severity of the disease, regular administration
is necessary, but making self-injection
possible is expected to lessen the burden
on patients by reducing the frequency of
hospital visits. Chugai is co-developing SKY59
with Roche, and a global phase I/II study
began in November 2016. In September 2017,
SKY59 received orphan drug designation in the
United States for PNH.
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wAMD/DME
Wet age-related macular degeneration
(wAMD) is a disease in which abnormal blood
vessel growth (choroidal neovascularization)
caused by age-related accumulation of waste
products extends into the space under the
retinal pigment epithelium (RPE) or
between the retina and the RPE, leading
to retinal tissue damage. If the choroidal
neovascularization and the associated
effusion progress into the fovea centralis,
which governs vision, it may lead to
deterioration of visual acuity along with the
symptoms of image distortion, vision loss
and central scotoma. Left untreated, wAMD
may lead to irreversible visual impairment.
Diabetic macular edema (DME) is a retinal
disease associated with diabetic retinopathy.
In diabetes, consistently high blood sugar
causes blockage of retinal capillaries,
ischemic change, and edema induced by
vascular hyperpermeability. Blurred vision
occurs when swelling extends to the central
part of the macula, which governs vision. Left
untreated, DME may lead to irreversible
visual impairment.

RG7716

Development project

Endometriosis
Affecting one out of 10 women in their
twenties to forties, endometriosis is the
repeated proliferation and shedding of
endometrial tissue outside the uterus,
accompanied by dysmenorrhea and chronic
lower abdominal pain, and is a cause of
infertility. The disease can interfere with daily
life, including absences from work or school,
as sufferers find it difficult to do more than
lie still when symptoms are severe. The
only existing medications are hormonal
agents. Moreover, if the pain cannot be
controlled by drugs, the only treatment is
surgical removal, and many patients
experience a recurrence several years after
surgery, making this a disease with a high
level of unmet medical need.

AMY109

OWL833

Development project

OWL833 is an oral non-peptidic GLP-1
receptor agonist discovered by Chugai. GLP-1
agonists have potent hypoglycemic action
and induce weight loss, but convenience
for patients has been an issue because
they are conventionally administered in a
subcutaneous injection. Because OWL833
is orally bioavailable, it is easier for patients
to take, and is thus expected to contribute
to the treatment of diabetes, including
through improvement of drug adherence.
In September 2018, Chugai licensed the
worldwide development and commercialization
rights for OWL833 to Eli Lilly and Company.
A phase I clinical study by Eli Lilly is under way.

Development project

AMY109 is the third therapeutic antibody to
apply the recycling antibody engineering
technology created by Chugai. Its approach
differs from hormone therapy, which is the
standard treatment for endometriosis, and its
anti-inflammatory action is expected to
provide new value to patients. A phase I
clinical trial started in February 2018.

Anti-VEGF/Ang-2 bispecific antibody
(Generic name: faricimab)

RG7716, which Chugai in-licensed from
Roche, is the first bispecific antibody for
ophthalmology diseases. It selectively binds
to vascular endothelial growth factor A
(VEGF-A), a key mediator of angiogenesis and
vascular permeability, and angiopoietin-2
(Ang-2, an antagonist of Ang-1, which
contributes to the stability of mature vessels),
a destabilizer of chorioretinal vessels and
inducer of vascular permeability. By
simultaneously neutralizing intraocular
VEGF-A and Ang-2 in wAMD and DME
patients, RG7716 is expected to demonstrate
better treatment outcomes and a more
sustained effect than the anti-VEGF drugs
that are the current standard of care. Global
phase III studies for the potential treatment
of DME and wAMD began in September
2018 and February 2019, respectively.

Type 2 Diabetes
Type 2 diabetes is an illness in which genetic
predisposition and lifestyle cause impaired
insulin secretion and resistance to insulin
action, resulting in high plasma glucose
concentration. There are no symptoms in
the early stages, but if the condition is left
untreated, the risk of cardiovascular diseases
such as stroke and myocardial infarction
increases. The disease can also cause
complications such as retinopathy, nephropathy
and neuropathy, which lead to blindness,
dialysis and leg amputation, respectively,
significantly reducing quality of life. According
to the International Diabetes Federation, the
number of people with diabetes worldwide,
including prediabetes, is 463 million in 2019,
and is projected to increase to 700 million in
2045. Treatment of this condition is thus a
worldwide issue.
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8-Year Financial Summary
Chugai Pharmaceutical Co., Ltd. and Consolidated Subsidiaries/Years ended December 31

International Financial
Reporting Standards (IFRS)

2019

2018

IFRS

Core1

2017

IFRS

Core

2016

IFRS

Core

IFRS

Core

Results
Revenues2

686.2

579.8

534.2

491.8

Sales

588.9

527.8

499.3

472.7

Royalties and other operating
income

97.3

51.9

34.9

19.1

Cost of sales

(266.1)

(265.1)

(262.8)

(261.9)

(254.2)

(252.9)

(247.9)

(246.7)

Operating expenses

(209.5)

(196.2)

(192.6)

(187.6)

(181.1)

(178.1)

(167.0)

(164.5)

Marketing and distribution

(77.2)

(73.5)

(73.7)

(73.7)

(72.8)

(72.8)

(69.8)

(69.8)

Research and development

(107.9)

(102.1)

(99.2)

(94.2)

(92.9)

(88.9)

(85.0)

(82.6)

General and administration

(24.4)

(20.6)

(19.7)

(19.7)

(15.3)

(16.3)

(12.2)

(12.1)

Operating profit

210.6

224.9

124.3

130.3

98.9

103.2

76.9

80.6

Profit before taxes

207.9

222.2

121.4

127.5

97.0

101.3

74.4

78.1

Net income

157.6

167.6

93.1

97.3

73.5

76.7

54.4

56.8

157.6

167.6

92.5

96.7

72.7

75.9

53.6

56.1

—

305.80

—

176.42

—

138.68

—

102.50

Attributable to Chugai
shareholders
Core EPS (Yen)

140

Cash dividends per share (Yen)
Core payout ratio

—

86
45.8%

—

62
48.7%

—

52

44.7%

—

50.7%

Financial Position
Net operating assets
Total assets
Total liabilities

547.0

505.3

1,058.9

440.2

431.1

919.5

852.5

806.3

(204.9)

(163.0)

(159.6)

(159.8)

854.0

756.5

692.9

646.5

Investments in property, plant
and equipment

54.0

71.8

34.3

19.4

Depreciation

17.8

14.6

14.5

14.8

Total net assets

Main Indicators
Cost to sales ratio

45.2%

45.0%

49.8%

49.6%

50.9%

50.7%

52.4%

52.2%

Ratio of operating profit to revenues

30.7%

32.8%

21.4%

22.5%

18.5%

19.3%

15.6%

16.4%

Ratio of research and development
expenditures to revenues

15.7%

14.9%

17.1%

16.2%

17.4%

16.6%

17.3%

16.8%

Core return on invested capital
(Core ROIC)3,4

30.1%

31.9%

20.3%

21.2%

17.3%

18.1%

—

14.6%

Ratio of net income to equity
attributable to Chugai shareholders
(ROE)5

19.6%

—

12.8%

—

10.9%

—

8.4%

—

Ratio of profit before taxes to
total assets (ROA)6

21.0%

—

13.7%

—

11.7%

—

9.3%

—

1,559.72

—

1,381.26

—

1,265.46

—

1,181.67

—

80.6%

—

82.2%

—

81.2%

—

80.1%

—

Equity per share attributable to Chugai
shareholders (BPS) (Yen)
Ratio of equity attributable to
Chugai shareholders
Number of employees

7,394

7,432

7,372

7,245

1. Core basis results are the results after adjusting non-Core items to IFRS basis results. Core basis results are used by Chugai as internal performance indicators, for representing
recurring profit trends both internally and externally, and as indices for establishing profit distributions such as returns to shareholders.
2. Revenues do not include consumption tax.
3. Core ROIC = Core net operating profit after taxes / Net operating assets (Core ROIC is calculated by using Core income taxes)
4. ROIC = Net operating profit after taxes / Net operating assets (Net operating profit after taxes = Operating profit – Income taxes)
5. Ratio of net income to equity attributable to Chugai shareholders (ROE) = Net income attributable to Chugai shareholders / Capital and reserves attributable to Chugai
shareholders (average of beginning and end of fiscal year)
6. Ratio of profit before taxes to total assets (ROA) = Profit before taxes / Total assets (average of beginning and end of fiscal year)
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(Billions of yen)

2015

2014

IFRS

Core

2013

IFRS

Core

2012

IFRS

Core

IFRS

(Billions of yen)

2012

Japanese GAAP

Core

Results

498.8

461.1

423.7

386.6

468.4

436.9

401.3

375.2

30.4

24.2

22.4

391.2

Revenues1

375.2

Sales
Other operating
revenues

11.3

16.0

(240.2)

(238.9)

(218.1)

(217.0)

(187.0)

(186.1)

(168.2)

(167.3)

Cost of sales

167.7

(171.8)

(169.3)

(167.2)

(166.8)

(157.9)

(157.7)

(143.7)

(143.7)

(74.8)

(74.7)

(71.7)

(71.7)

(71.6)

(71.5)

(67.9)

(67.9)

Selling, general and
administrative expenses

147.1

(83.8)

(81.9)

(80.8)

(80.6)

(74.3)

(74.1)

(66.6)

(66.6)

Marketing and
distribution expenses

92.0

(13.2)

(12.8)

(14.6)

(14.6)

(12.1)

(12.1)

(9.2)

(9.2)

86.8

90.7

75.9

77.3

78.7

79.9

74.7

75.6

87.3

91.2

76.2

77.6

76.9

78.1

72.7

73.6

Research and
development
expenditures

55.1

62.4

64.9

52.1

53.0

51.9

52.6

46.8

47.4

Operating income

76.4

Net income (loss)

48.2

61.1

63.7

51.0

51.9

50.9

51.6

46.1

46.6

—

116.42

—

95.04

—

94.69

—

85.64

58
—

48

49.8%

380.4

—

45

50.5%

357.7

—

40

47.5%

325.2

—

46.7%

Net income per share
(basic) (Yen)

88.58

Net income per share
(diluted) (Yen)

88.54

Cash dividends per share
(Yen)

307.9

40
45.2%

Payout ratio

787.4

739.5

697.2

645.3

(160.1)

(141.8)

(124.0)

(116.2)

627.3

597.8

573.2

529.2

28.7

16.3

13.0

14.2

Capital investments

14.2

14.0

13.7

13.5

13.3

Depreciation and
amortization

15.3

Financial Position

51.0%

49.9%

49.7%

46.6%

46.4%

44.8%

44.6%

17.4%

18.2%

16.5%

16.8%

18.6%

18.9%

19.3%

19.6%

16.8%

16.4%

17.5%

17.5%

17.5%

17.5%

17.2%

17.2%

—

—

—

—

—

—

—

—

10.0%

—

8.7%

—

9.3%

—

9.0%

—

—

10.6%

—

11.5%

—

11.8%

490.1

Total net assets

2

51.3%

11.4%

587.7

Total assets

Main Indicators
Cost to sales ratio

44.7%

Ratio of operating income
to revenues
19.5%
Ratio of research and
development
expenditures to revenues 14.1%
Return on equity3

10.2%

—

Return on assets

8.6%
896.02

4

1,146.17

—

1,092.90

—

1,049.47

—

970.08

—

Net assets per share
(Yen)

79.5%

—

80.6%

—

82.0%

—

81.8%

—

Shareholders’ equity to
total assets

83.0%

Number of employees

6,836

7,169

7,023

6,872

6,836

1. Revenues do not include consumption tax.
2. Net assets include minority interests.
3. Return on equity = Net income / Shareholders’
equity (average of beginning and end of fiscal
year)
4. Return on assets = Net income / Total assets
(average of beginning and end of fiscal year)
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Management’s Discussion and Analysis
Management Policy
Chugai’s Mission is to dedicate itself to
adding value by creating and delivering
innovative products and services for the
medical community and human health
around the world based on its strategic
alliance with Roche. Aiming at becoming a
top innovator for advanced and sustainable
patient-centric healthcare, we set up our
fundamental management policy of growing
together with society. To achieve our goal,
we have leveraged our close relationship
with Roche and built systems capable of
efficiently and continuously developing and

launching new drugs. Refining our strengths
has also contributed to achieving innovation
that has enabled us to create state-of-the-art
drug discovery technology and maintain the
top share of the domestic oncology area.
In mid-term business plan IBI 21, we aim to
accelerate the growth of society and the
Company through innovation focusing on
the creation of innovative new drugs, with
Core EPS CAGR over three years as a
quantitative target. In light of favorable
performance in the initial year of IBI 21,

including strong sales of in-house global
products, Chugai revised its target of Core
EPS CAGR from the high single digits (based
on constant exchange rates) to around 30
percent (based on constant exchange rates
and assuming no stock split). In addition,
after taking into account future investment
opportunities and funding plans, Chugai
changed its dividend policy from a target
Core EPS payout ratio of 50 percent on
average to 45 percent on average to
maintain its policy of a stable allocation
of profit.

Overview of Results
Revenues
(Billions of yen)

2017

2018

2019

2018/2019
Change

Revenues

534.2

579.8

686.2

+18.4%

Sales

499.3

527.8

588.9

+11.6%

Royalties and other operating income
(ROOI)

34.9

51.9

97.3

+87.5%

●

Revenues exceeded the level of the previous year because of strong sales in Japan of
mainstay products and new products Hemlibra and Tecentriq, and increases in ROOI and
exports to Roche.

●

ROOI increased year on year due to a significant increase in royalty and profit-sharing income
associated with Hemlibra.

●

Overseas revenues increased steadily with the growth of global products from Chugai research.

Domestic Sales by Area

(Billions of yen)

2017

2018

2019

2018/2019
Change

Domestic sales

405.3

399.9

437.6

+9.4%

Oncology

225.9

225.7

240.5

+6.6%

Bone and joint diseases

93.3

100.5

108.4

+7.9%

Renal diseases

39.3

36.3

34.6

-4.7%

Others

46.8

37.5

54.1

+44.3%

●

Domestic sales increased 9.4 percent year on year in 2019, led by firm sales of new and
mainstay products in the oncology area, mainstay products in the bone and joint diseases
area, and new products in other areas.

●

We maintained our number-one share in the mainstay domestic oncology market (16.4
percent)*. Strong sales of mainstay product Perjeta and new product Tecentriq more than
offset a decrease in sales of Rituxan and other products mainly due to the impact of
biosimilars and generics.

●

In the bone and joint diseases area, sales of mainstay products such as Actemra and Edirol
were firm.

●

In the others area, sales increased due to firm sales of new product Hemlibra.

* Copyright © 2020 IQVIA.
Source: JPM 2019. Reprinted with permission. The scope of the market is defined by Chugai.
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Revenues
(Billions of yen)
800
600
400

498.8
108.8

491.8
96.6

390.0

395.1

534.2
123.3
410.9

579.8
158.3
421.5

686.2
242.2

444.0

200
0

2015 2016 2017 2018 2019
Domestic
Overseas

Percentage of Total Sales
(2019)

Overseas
25.7％
Others
9.2％
Renal
diseases
5.9％
Bone and
joint diseases
18.4％

Oncology
40.8％

Data Section

Overseas Sales

(Billions of yen)

Overseas sales

●

2017

2018

2019

94.0

127.9

151.3

2018/2019
Change

Overseas Sales Ratio
(%)
40
35.3

+18.3%

Actemra (exports to Roche)

59.4

78.7

86.5

+9.9%

Alecensa (exports to Roche)

13.9

28.9

44.6

+54.3%

Overseas sales increased year on year. Contributing factors included solid sales of Actemra
due to increased prescriptions for giant cell arteritis and continued market penetration of the
subcutaneous formulation, and increased exports of Alecensa to Roche due to significant
penetration of the first-line market in Europe.

30
20

27.3
21.8

23.1
19.6

10
0

2015 2016 2017 2018 2019

Cost of Sales (Core basis)
(Billions of yen)

2017

Cost of sales
Cost to sales ratio
●

2018

2019

2018/2019
Change

(252.9)

(261.9)

(265.1)

+1.2%

50.7%

49.6%

45.0%

-4.6% pts

The cost to sales ratio decreased year on year in 2019, mainly because Chugai products,
which have a lower cost to sales ratio than products in-licensed from Roche, accounted for a
higher percentage of the sales mix.

Cost of Sales/Cost to Sales Ratio
(Billions of yen)
300

(%)
100

238.9

246.7

252.9

261.9

51.0

52.2

50.7

49.6

265.1
80

200

60
45.0
40

100

20
0

0

2015 2016 2017 2018 2019
Cost of sales (left scale)
Cost to sales ratio (right scale)

Operating Expenses (Marketing and Distribution Expenses,
R&D Expenditures and General and Administration Expenses) (Core Basis)
2017

Total operating expenses
Marketing and distribution expenses

2018

2019

(Billions of yen)

2018/2019
Change

(178.1)

(187.6)

(196.2)

+4.6%

(72.8)

(73.7)

(73.5)

-0.3%

R&D expenditures

(88.9)

(94.2)

(102.1)

+8.4%

General and administration expenses

(16.3)

(19.7)

(20.6)

+4.6%

●

The year-on-year growth rate for total operating expenses in 2019 was significantly lower than
the growth rate for revenues.

●

R&D expenditures increased year on year due to factors including the progress of
development projects.

●

Operating Expenses/
Ratio of Operating Expenses to Revenues
(Billions of yen)
200
169.3
150

164.5

178.1

187.6

196.2

(%)
100
80
60

100
33.9

33.4

33.3

32.4

50

40

28.6

20

0

General and administration expenses increased year on year due mainly to an increase in the
enterprise tax (pro forma standard taxation).

0

2015 2016 2017 2018 2019
Operating expenses (left scale)
Ratio of operating expenses to revenues (right scale)

Operating Profit and Net Income (Core Basis)
(Billions of yen)

Operating profit
Ratio of operating profit to revenues
Net income
Net income attributable to Chugai
shareholders
●

2017

2018

2019

103.2

130.3

224.9

19.3%

22.5%

32.8%

76.7

97.3

167.6

2018/2019
Change

+72.6%
+10.3% pts

Operating Profit/
Ratio of Operating Profit to Revenues
(Billions of yen)
250

(%)
80
224.9

200

60

+72.3%
150

75.9

96.7

167.6

+73.3%

Operating profit and net income in 2019 increased substantially year on year with an increase
in ROOI due to Hemlibra and lower cost of sales due to the higher percentage of Chugai
products in the sales mix, which increased the ratio of operating profit to revenues significantly.

100

130.3
90.7

80.6

50
18.2
0

32.8

103.2

16.4

40
20

19.3

22.5
0

2015 2016 2017 2018 2019
Operating proﬁt (left scale)
Ratio of operating proﬁt to revenues (right scale)
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Profitability Indicators
2017

2018

2019

2018/2019
Change

Gross profit to revenues (%) (Core)

52.7

54.8

61.4

+6.6% pts

Operating profit to revenues (%) (Core)

19.3

22.5

32.8

+10.3% pts

Ratio of profit before taxes to total assets
(ROA) (%) (IFRS)

(%)
40
31.9
30

8.9

10.5

15.8

+5.3% pts
20

Ratio of net income attributable to Chugai
shareholders (ROE) (%) (IFRS)

10.9

12.8

19.6

+6.8% pts

Core return on invested capital (Core ROIC) (%)

18.1

21.2

31.9

+10.7% pts

10

18.1
11.4
10.0

21.2

14.6
10.9

9.3

8.9

8.4

19.6

12.8

15.8

10.5

0

1. ROA = Net income attributable to Chugai shareholders / Total assets
2. ROE = Net income attributable to Chugai shareholders / Capital and reserves attributable to Chugai shareholders
3. Core ROIC = Core net operating profit after taxes / Net operating assets (Core ROIC is calculated by using Core
income taxes)
●

ROA/ROE/Core ROIC

2015 2016 2017 2018 2019

While net operating assets (NOA) increased significantly due to aggressive strategic
investments such as Chugai Life Science Park Yokohama, Core ROIC rose steadily due to
growth in Core net operating profit after taxes.

ROA
ROE
Core ROIC

Financial Position
■ Assets, Liabilities and Net Assets
In conjunction with its decision to apply IFRS from 2013, Chugai has reorganized the consolidated balance sheets and discloses
assets and liabilities including net operating assets for use as internal performance indicators (Roche discloses the same
indicators). No items have been excluded from the IFRS balance sheet, as the Core basis results concept only applies to the
income statement.

Net Operating Assets (NOA)
(Billions of yen)

2017

2018

2018/2019
Change

2019

Net working capital

250.7

235.1

237.2

+0.9%

Long-term net operating assets

189.5

270.1

309.8

+14.7%

Net operating assets (NOA)

440.2

505.3

547.0

+8.3%

●

Long-term net operating assets increased from the end of the previous year due to an increase
in property, plant and equipment resulting mainly from investment in Chugai Life Science Park
Yokohama and an increase in right-of-use assets due to the application of IFRS 16 “Leases.”

●

NOA as of December 31, 2019 increased from the end of the previous year due to
investments for the future.

Net Operating Assets
(Billions of yen)
600
505.3
400

431.1

547.0

440.2

380.4

200

0

2015 2016 2017 2018 2019
NOA are the total of net working capital and long-term
net operating assets. Net working capital is composed
of accounts receivable, inventories, accounts payable
and other payables and receivables. Long-term net
operating assets are composed of property, plant and
equipment, intangible assets, and other items.

Total Net Assets
(Billions of yen)

2018/2019
Change

2017

2018

2019

Net operating assets (NOA)

440.2

505.3

547.0

+8.3%

Net cash

242.8

249.2

333.1

+33.7%

Other non-operating assets – net
Total net assets
●

●

120

9.9

2.1

692.9

756.5

(26.1)
854.0

—

(Billions of yen)
900

600

627.3

854.0
646.5

692.9

756.5

+12.9%

Total net assets at December 31, 2019 increased from a year earlier due to factors including an
increase in property plant and equipment resulting from investment in Chugai Life Science Park
Yokohama and an increase in net cash.
Our ability to generate cash is continuously increasing, and net cash exceeded ¥300 billion as
of December 31, 2019. In anticipation of an increasingly challenging business environment, we
will consider and implement flexible and focused strategic investments to generate value in
our businesses through the creation of new digital and life science technologies.
CHUGAI PHARMACEUTICAL CO., LTD.

Total Net Assets/Net Cash

300
2,299

333.1
235.4

204.9

2015

2016

242.8

249.2

2017

2018 2019

0

Total net assets
Net cash

Data Section

Total Assets and Total Liabilities
(Billions of yen)

Total assets
Total liabilities
●

2017

2018

852.5

919.5

(159.6)

(163.0)

2019

2018/2019
Change

1,058.9

+15.2%

(204.9)

+25.7%

The Group began applying IFRS 16 “Leases” from 2019. As a result, leased assets totaling
¥15.2 billion, including right-of-use assets and lease receivables, and lease liabilities totaling
¥14.6 billion were recognized on the balance sheet as of January 1, 2019.

Total Assets/Total Liabilities
(Billions of yen)
1,200
1,058.9
900

919.5

852.5

787.4

806.3

160.1

159.8

159.6

163.0

2015

2016

2017

2018 2019

600
300
0

204.9

Total assets
Total liabilities

Financial Position Indicators
2017

Ratio of equity attributable to
Chugai shareholders (%)
Cash conversion cycle (months)
Net cash turnover period (months)
Current ratio (%)
Debt-to-equity ratio (%)

2018

2018/2019
Change

2019

81.2

82.2

80.6

9.7

9.1

8.3

5.5

5.2

5.8

487.5

443.8

390.3

0.0

0.0

0.0

-1.6% pts
-0.8 months
+0.6 months
-53.5% pts
—

Notes: 1. Ratio of equity attributable to Chugai shareholders = Capital and reserves attributable to Chugai shareholders
(fiscal year-end) / Total assets (fiscal year-end)
2. Cash conversion cycle = [Trade accounts receivable / Sales + (Inventories – Trade accounts payable) / Cost of
sales] x Months passed
3. Net cash turnover period = Net cash / Revenues x Months passed
4. Current ratio = Current assets (fiscal year-end) / Current liabilities (fiscal year-end)
5. Debt-to-equity ratio = Interest-bearing debt (fiscal year-end) / Capital and reserves attributable to Chugai
shareholders (fiscal year-end)

Cash Conversion Cycle
(Months)
12
10.5
9.4

9.7

9.1

8

8.3

4

0

2015 2016 2017 2018 2019

■ Cash Flows
In conjunction with its decision to apply IFRS from 2013, Chugai has reorganized the consolidated statements of cash flows and
uses free cash flows as internal performance indicators (Roche discloses the same indicators). No items have been excluded from
cash flows, as the Core basis results concept only applies to the income statement.
(Billions of yen)

2017

2018

2019

2018/2019
Change

Operating Free Cash Flow
(Billions of yen)
200

181.4

Movement of Free Cash Flows
Operating profit
Operating profit, net of operating cash
adjustment
Operating free cash flow

98.9

124.3

121.0

147.4

91.0

74.3

210.6

+69.4%

150

245.2

+66.4%

100

181.4

+144.1%

Free cash flow

64.7

43.7

142.6

+226.3%

Net increase/decrease in cash

37.9

6.4

83.9

13.1 times

107.6

119.1

206.6

+73.5%

Consolidated Statement of Cash Flows
Cash flows from operating activities

91.0
74.3

64.6
50
26.0
0

2015 2016 2017 2018 2019

Cash flows from investing activities

(36.7)

(74.1)

(81.7)

+10.3%

Cash flows from financing activities

(29.6)

(35.0)

(66.9)

+91.1%

Net increase in cash and cash equivalents

43.7

7.8

57.0

+630.8%

Cash and cash equivalents at end of year

139.1

146.9

203.9

+38.8%

Operating free cash flow
●

Operating profit, net of operating cash adjustment, is calculated by adjusting for depreciation
and other items that are included in operating profit but are not accompanied by cash inflows
or outflows and all inflows and outflows related to net operating assets (NOA) that are not
accompanied by profit or loss.
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●

●

Operating free cash flow amounted to a net inflow of ¥181.4 billion due to factors including a
significant increase in operating profit, despite expenditures of ¥61.2 billion for the purchase of
property, plant and equipment and intangible assets. Purchase of property, plant and
equipment included investment in Chugai Life Science Park Yokohama.
With the application of IFRS 16 “Leases,” operating free cash flow includes expenditures of
¥8.9 billion for lease liabilities paid.

●

(Billions of yen)
150

142.6

100
64.7

Free cash flow (FCF)
●

Free Cash Flow

50

Free cash flow increased year on year after subtracting expenditures including income taxes
paid of ¥34.8 billion, settlement for transfer pricing taxation of ¥3.1 billion, and payments made
for defined benefit plans of ¥11.5 billion.

43.7

37.0
4.3

0

2015 2016 2017 2018 2019

Net cash as of December 31, 2019, after subtracting expenditures including dividends paid of
¥56.4 billion and purchase of non-controlling interests of ¥2.3 billion, increased ¥83.9 billion
compared with the end of the previous year to ¥333.1 billion.

Capital Investments
(Billions of yen)

Investments in property, plant and
equipment
Depreciation
●

●

2017

2018

2019

2018/2019
Change

34.3

71.8

54.0

-24.8%

14.5

14.6

17.8

+21.9%

Capital investments in 2019 included investment in Chugai Life Science Park Yokohama and
investments in manufacturing facilities at the Fujieda Plant.
Chugai plans to make capital investments of ¥72.5 billion during 2020, consisting primarily of
new investment in the main facilities below, and expects depreciation to total ¥21.0 billion.

Capital Investments in Property,
Plant and Equipment/Depreciation
(Billions of yen)
80
71.8
60

54.0

40

34.3

28.7
19.4

20
137
0

17.8

14.0

14.8

14.5

14.6

2015

2016

2017

2018 2019

Investments in property, plant
and equipment
Depreciation

Major Capital Investments – Current and Planned
(Chugai Pharmaceutical Co., Ltd.)
Facilities (Location)

Description

Chugai Life Science Park
Yokohama
(Totsuka-ku, Yokohama,
Kanagawa)

Pharmaceutical research

Fujieda Plant
(Fujieda, Shizuoka)

Small and middle molecule API
manufacturing

Ukima Research
Laboratories
(Kita-ku, Tokyo)

Construction of a new synthetic
research building for strengthening the
process development function of small
and middle molecule APIs

Planned investment
(Billions of yen)

Fund-raising
method

Start of
construction

Planned transfer/
completion date

22.9

Self-financing

June 2019

August 2022

18.2

9.0

Self-financing

May 2019

March 2022

4.5

3.1

Self-financing

May 2018

January 2020

Total
amount

Investment
to date

127.3

Outlook for 2020
Forecast Assumptions
For 2020, Chugai assumes exchange rates of ¥110/CHF, ¥121/EUR, ¥107/USD and ¥80/SGD.
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Data Section

Results Forecast (Core Basis)
(Billions of yen)

2018

2019

2020
Forecast

579.8

686.2

740.0

+7.8%

527.8

588.9

580.0

-1.5%

Domestic

399.9

437.6

411.6

-5.9%

Overseas

127.9

151.3

168.4

+11.3%

Revenues
Sales

Royalties and other operating income (ROOI)
Royalty and profit-sharing income
Other operating income
Core operating profit
Core EPS (Yen)

2019/2020
Change

51.9

97.3

160.0

+64.4%

24.1

76.5

141.0

+84.3%

27.9

20.8

19.0

-8.7%

130.3

224.9

275.0

+22.3%

176.42

305.80

122.00 1

—1

●

Despite expected sales growth from new products including Tecentriq and Hemlibra, domestic
sales are forecast to decrease compared with 2019 due to the effect of NHI drug price
revisions and competing products including generics.

●

Overseas sales are forecast to increase, mainly due to the start of Hemlibra exports to Roche
at the regular shipment price.

●

ROOI is forecast to increase substantially because royalties and profit-sharing income are
expected to increase, primarily in connection with Hemlibra. Other operating income is also
expected to decrease due to factors including a decrease in one-time income.

●

The cost to sales ratio is forecast to decrease because the share of products from Chugai
research in the product mix in Japan and overseas will continue to increase and Hemlibra
exports to Roche at the regular shipment price will begin. These factors should more than
offset any negative impact from NHI price revisions.

●

We expect operating expenses to increase overall due mainly to an increase in research and
development activity, including the progress of development projects and related expenses to
produce investigational drugs.

●

We forecast that Core operating profit and Core EPS will increase despite the expected
decrease in domestic sales, mainly as a result of growth in exports of Hemlibra to Roche,
increased royalty income, and the lower cost of sales.

Core EPS2
(Yen)
400
305.80

300
200
100

176.42
102.50
138.68

122.001

0

2016 2017 2018 2019 2020
(Forecast)
1. The forecast presented for Core EPS for 2020 is the
amount following the stock split effective July 1, 2020.
When calculated assuming no stock split, Core EPS
would be ¥366.00 (an increase of 19.7% year on
year). Because of the planned stock split, no figure is
presented for change in Core EPS.
2. Core EPS = Core net income attributable to Chugai
shareholders / Diluted weighted average shares
outstanding

Fundamental Profit Distribution Policy and Dividends
After taking strategic funding needs and the results forecast into account, Chugai has changed from a target Core EPS payout
ratio of 50 percent on average to 45 percent on average to provide for stable allocation of profit to all shareholders. Internal
reserves will be used to increase corporate value through investments for further growth in existing strategic areas and to explore
future business opportunities.
(Yen)

Basic net income per share (EPS)
Core EPS
Equity per share attributable to Chugai
shareholders (BPS)
Cash dividends per share

2017

2018

2019

133.04

169.08

287.84

138.68

176.42

305.80

2020
Forecast

Dividends per Share/Core Payout Ratio
(Yen)
150

―
122.00＊

1,265.46

1,381.26

1,559.72

―

62

86

140

―

Core payout ratio

44.7%

48.7%

45.8%

41.0%

Core payout ratio (five-year average)

48.4%

48.6%

47.4%

45.0%

●

Cash dividends per share for 2019 totaled ¥140, and the five-year average Core EPS payout
ratio was 47.4 percent.

●

On January 21, 2020, the Board of Directors resolved to implement a three-for-one split of the
common stock of Chugai Pharmaceutical Co., Ltd effective July 1, 2020.

●

The dividend forecast for the year ending December 31, 2020 is ¥75 per share at the end of
the second quarter, prior to the stock split, and ¥25 per share at the end of the year, after the
stock split. When calculated assuming no stock split, dividends per share for the year would
be ¥150.

140

50.7
44.7
100

50

52

(%)
60

62

48.7
86
14
72

44
45.8

41.0

40

20

0

0

2016 2017 2018 2019 2020
(Forecast)
Annual dividends per share (left scale)
Special dividends (left scale)
Core payout ratio (right scale)

Note: The forecast presented for Core EPS for 2020 is the amount following the planned stock split. When calculated
assuming no stock split, Core EPS would be ¥366.00.
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Business Risks
Chugai’s corporate performance is subject to material
impact from a range of possible future events. Below,
we list what we consider the principal sources of
risk to our business operations. We recognize the
possibility of these risk events actually occurring, and
have prepared policies to forestall such events and
take appropriate measures when they do occur.
The categories of future risks identified in this
section are based on assessments made by Chugai
Pharmaceutical on a consolidated basis as of
December 31, 2019.

1. Potential Risks in Management Strategy
1) New Product Research and Development
With the aim of becoming a top innovator for advanced
and sustainable patient-centric healthcare, Chugai
aggressively pursues research and development in
Japan and overseas. Powered by our unique strength
in science and technology, our development pipeline
is well stocked, especially in the field of oncology.
However, in recent years intensifying competition in
R&D has made the creation of new drugs more
challenging, and R&D expenses have increased
significantly. Therefore, bringing all drug candidates
smoothly through to the market from the development
stage may not be possible, and we expect to have to
abandon development in some cases. This could have
a material impact on business performance, depending
on the drug candidate.
2) Changes in Product Environments
In recent years, there have been rapid technological
advancements in the pharmaceutical industry, and
Chugai faces fierce competition from pharmaceutical
companies in Japan and overseas. Competing products,
generics and biosimilars are penetrating the market,
and therapeutic modalities including regenerative
medicine, cellular and genomic therapies, therapeutic
nucleic acids, and digital therapies are evolving
beyond the scope of conventional drugs. Moreover,
the emergence of a digital oligopoly brought on by the
entry of IT platform providers into the healthcare
industry is engendering new technologies and threats
in life science and digital markets. The competitive
environment in the healthcare industry is therefore
changing rapidly. Changes in the environment
surrounding the Group’s products that exceed the
Group’s expectations, such as the emergence of
new technologies and treatment modalities that
significantly alter the treatment of diseases targeted
by Chugai’s drugs and development candidates could
have a material impact on business performance.
3) Healthcare System Reform
Japan and other countries are strengthening
measures to reduce drug prices as issues such as
aging populations and surging healthcare costs put
strains on their finances. Steadily growing pressure to
curb healthcare costs is particularly apparent in Japan,
where the government is holding meetings on social
security reform to discuss the benefits and premiums
of Japan’s universal healthcare insurance system.
Value-based healthcare will continue to advance as
the trend toward pursuing only solutions that offer
true value for patients gains momentum. Healthcare
system reforms and market trends in countries
around the world may have a material impact on
business performance, including reduced revenues
due to drug price reductions, restricted access to
drugs and increased expenses for demonstrating the
value of drugs including healthcare economics.

4) Strategic Alliance with Roche
Under its strategic alliance with Roche, Chugai is the
only pharmaceutical partner of Roche in the Japanese
market and has granted Roche first refusal rights with
respect to Chugai’s products in global markets outside
Japan, excluding South Korea and Taiwan. Consequently,
Chugai has in-licensed and out-licensed many products
and projects from and to Roche. Changes in Chugai’s
strategic alliance with Roche for any reason could
have a material impact on business performance.

124

CHUGAI PHARMACEUTICAL CO., LTD.

2. Operational Risks
1) Side Effects
Pharmaceutical products and medical devices are
approved by regulatory authorities in each country
after strict review. However, because of the
characteristics of the products, it is difficult to
completely prevent adverse outcomes such as side
effects from their use even if all possible safety
measures are taken. The Group monitors drug safety.
However, in cases where side effects occur, particularly
newly discovered serious side effects, in addition to
publishing precautions, the Group may have to terminate
sales and recall products, which could have a material
impact on business performance.
2) Intellectual Property Rights
Chugai recognizes that it applies intellectual property
rights in pursuing its business activities, and takes
care to distinguish its own proprietary intellectual
property rights and licensing arrangements
recognized under law. However, the possibility
remains of unintentional infringement on third-party
intellectual property rights. Major disputes involving
intellectual property rights associated with our
business could have outcomes that have a material
impact on business performance, including the
suspension of production and sale, or expenses for
countermeasures.
3) International Business Activities
Chugai actively conducts international operations
including overseas marketing and research and
development, and export and import of bulk drug
products. These business activities expose Chugai to
risks associated with legal and regulatory changes,
political instability, economic uncertainty, local labormanagement relations, changes in and diverse
interpretations of systems of taxation, changes in
foreign currency markets, differences in commercial
practices and other issues. Compliance and other
problems arising from these issues could have a
material impact on business performance.
4) Information Technology Security and
Information Control
Chugai makes full use of a wide range of information
technology systems in its business activities.
Consequently, its operations may be disrupted due
to negligence or willful misconduct among employees
or service providers, or by system malfunctions
caused by cyberattacks or other external factors.
In addition, the leakage of material and confidential
information associated with private individuals or
intellectual property may result in liability for damages,
loss of trust, loss of competitive advantage or other
outcomes that have a material impact on business
performance.
To prepare for these risks, the Group takes measures
including establishing and disseminating related rules,
conducting security education for employees, and
safeguarding against cyberattacks and system failures
(prevention and monitoring as well as countermeasures
and preparations for recovery), and strives to reduce
risk by maintaining an annual process of evaluating
and enhancing these countermeasures Group-wide.

5) Impact from Large-Scale Disasters and
Other Events
Factors such as disruption of business activities due
to severe damage to Chugai’s business sites or sales
locations, or to those of its business partners caused
by natural disasters such as earthquakes or typhoons
and accidents such as fires, or a significant drop in
employee attendance caused by pandemics such as
novel influenza outbreaks, and significant expenses for
the repair of damaged buildings and facilities, could
have a material impact on business performance. The
Group has prepared for the risks associated with such
disasters and works to reduce those risks with
measures to protect employees and ensure an
uninterrupted supply of pharmaceuticals. Measures
include the use of property and casualty insurance,

the implementation of business continuity plans
(BCPs) and drills, the use of aseismic construction,
and the maintenance of safety stock.

6) Litigation
The Group may be subject to litigation or investigation
by regulatory authorities because of pharmaceutical
side effects, product liability, labor issues, fair trade or
other issues associated with its business activities.
This could result in the suspension of manufacturing
and sale or in remedial expenses or other outcomes
that could have a material impact on business
performance.
7) Human Rights
Delays in addressing workplace harassment or human
rights issues including occupational health and safety
could weaken the Group’s human resources in ways
such as negatively affecting the physical and mental
health of employees and increasing employee turnover,
and damaging public trust in the Group, which could
have a material impact on business performance. The
Group addresses these human rights issues with
training for executives and employees, as well as
with harassment hotlines. It also conducts health and
safety programs as part of its health and productivity
management. In addition, the Group asks suppliers to
respect human rights and works with them to resolve
issues related to human rights.
8) Supply Chains
Natural disasters such as large-scale earthquakes or
typhoons and heavy rain due to climate change could
damage suppliers, including raw material suppliers or
contract manufacturers. Moreover, delays in addressing
supply chain compliance or environmental issues
could create problems in procuring raw materials or
maintaining production, thereby reducing public trust
in the Group or reducing market share, which could
have a material impact on business performance.
The Group has prepared for these supply chain
risks. Measures for the uninterrupted supply of
pharmaceuticals include the use of property and
casualty insurance, the formulation of business
continuity plans (BCPs), maintenance of safety stock
and the establishment of systems for sharing
information with suppliers. We also work with
suppliers to resolve issues such as supply chain
compliance and environmental issues that the Group
cannot resolve on its own.
9) Environmental Pollution and the Global
Environment
The Group complies with relevant laws and regulations
and has established a set of even higher voluntary
standards that it is committed to achieving and will
continue to strengthen and enhance. However,
the Group may have to bear expenses for
countermeasures or liability for damages should
unexpected contamination by harmful substances
or collateral damage occur, which could have a
material impact on business performance. We
consider climate change to be a key challenge in
protecting the global environment, and are therefore
committed to reducing greenhouse gas emissions.
However, natural disasters or other events resulting
from climate change caused by continued global
warming could damage the Group’s logistics network
and manufacturing facilities, resulting in outcomes
such as the suspension or significant delay of product
supply, which could have a material impact on
business performance. In addition, more stringent
environmental regulations in the future may limit Group
business activities including research, development
and manufacturing.
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1RWHVWR&RQVROLGDWHG)LQDQFLDO6WDWHPHQWV
*HQHUDODFFRXQWLQJSULQFLSOHVDQGVLJQLILFDQWDFFRXQWLQJSROLFLHV
 %DVLVRISUHSDUDWLRQRIWKHFRQVROLGDWHGILQDQFLDOVWDWHPHQWV
7KHVH  ILQDQFLDO  VWDWHPHQWV  DUH  WKH  DQQXDO  FRQVROLGDWHG  ILQDQFLDO  VWDWHPHQWV  RI  &KXJDL  3KDUPDFHXWLFDO  &R  /WG
³&KXJDL´ DFRPSDQ\UHJLVWHUHGLQ-DSDQDQGLWVVXEVLGLDULHV ³WKH*URXS´ 7KHFRPPRQVWRFNRI&KXJDLLVSXEOLFO\
WUDGHG  DQG  LV  OLVWHG  RQ  WKH  7RN\R  6WRFN  ([FKDQJH  XQGHU  WKH  VWRFN  FRGH  ³76(  ´  7KH  FRQVROLGDWHG  ILQDQFLDO
VWDWHPHQWV  ZHUH  DSSURYHG  E\  7DWVXUR  .RVDND  5HSUHVHQWDWLYH  'LUHFWRU  &KDLUPDQ   &(2  DQG  7RVKLDNL  ,WDJDNL
([HFXWLYH9LFH3UHVLGHQW &)2RQ0DUFK
5RFKH+ROGLQJ/WGLVDSXEOLFFRPSDQ\UHJLVWHUHGLQ6ZLW]HUODQGDQGWKHSDUHQWFRPSDQ\RIWKH5RFKH*URXSZKLFK
GLVFORVHV  LWV  UHVXOWV  LQ  DFFRUGDQFH  ZLWK  ,QWHUQDWLRQDO  )LQDQFLDO  5HSRUWLQJ  6WDQGDUGV  ³,)56´   7KH  VKDUHKROGLQJ
SHUFHQWDJHRI5RFKH+ROGLQJ/WGLQ&KXJDLLV RIWKHWRWDOQXPEHURIVKDUHVLVVXHGH[FOXGLQJRZQ
I
HTXLW\LQVWUXPHQWV 7KH*URXSEHFDPHDSULQFLSDOPHPEHURIWKH5RFKH*URXSDIWHUHQWHULQJLQWRDVWUDWHJLFDOOLDQFHLQ
2FWREHU
7KH*URXSPHHWVDOORIWKHUHTXLUHPHQWVIRUD³6SHFLILHG&RPSDQ\XQGHU'HVLJQDWHG,QWHUQDWLRQDO)LQDQFLDO5HSRUWLQJ
6WDQGDUGV´  DV  VWLSXODWHG  XQGHU  $UWLFOH    RI  WKH  ³5HJXODWLRQV  &RQFHUQLQJ  7HUPLQRORJ\  )RUPV  DQG  3UHSDUDWLRQ
0HWKRGVRI&RQVROLGDWHG)LQDQFLDO6WDWHPHQWV´ 0LQLVWU\RI)LQDQFHRI-DSDQ5HJXODWLRQ1R +HQFHLQ
DFFRUGDQFHZLWK$UWLFOHRIWKH5HJXODWLRQWKH&RQVROLGDWHG)LQDQFLDO6WDWHPHQWVKDYHEHHQSUHSDUHGLQDFFRUGDQFH
ZLWK,)56
7KH  FRQVROLGDWHG  ILQDQFLDO  VWDWHPHQWV  DUH  SUHVHQWHG  LQ  -DSDQHVH  \HQ  ZKLFK  LV  &KXJDL¶V  IXQFWLRQDO  FXUUHQF\  DQG
DPRXQWVDUHURXQGHGWRWKHQHDUHVWPLOOLRQ$VDUHVXOWWKHWRWDOVVKRZQLQWKHFRQVROLGDWHGILQDQFLDOVWDWHPHQWVGR
QRW  QHFHVVDULO\  DJUHH  ZLWK  WKH  VXP  RI  WKH  LQGLYLGXDO  DPRXQWV  7KH\  KDYH  EHHQ  SUHSDUHG  XVLQJ  WKH  KLVWRULFDO  FRVW
FRQYHQWLRQH[FHSWIRULWHPVWKDWDUHUHTXLUHGWREHDFFRXQWHGIRUDWIDLUYDOXH
W
 .H\DFFRXQWLQJMXGJPHQWVHVWLPDWHVDQGDVVXPSWLRQV
7KH  SUHSDUDWLRQ  RI  WKH  FRQVROLGDWHG  ILQDQFLDO  VWDWHPHQWV  UHTXLUHV  PDQDJHPHQW  WR  PDNH  MXGJPHQWV  HVWLPDWHV  DQG
DVVXPSWLRQVWKDWDIIHFWWKHUHSRUWHGDPRXQWVRIUHYHQXHVH[SHQVHVDVVHWVOLDELOLWLHVDQGFRQWLQJHQWDPRXQWV$FWXDO
RXWFRPHVFRXOGGLIIHUIURPWKRVHPDQDJHPHQWHVWLPDWHV7KHHVWLPDWHVDQGXQGHUO\LQJDVVXPSWLRQVDUHUHYLHZHGRQDQ
RQJRLQJEDVLVDQGDUHEDVHGRQKLVWRULFDOH[SHULHQFHDQGYDULRXVRWKHUIDFWRUV5HYLVLRQVWRHVWLPDWHVDUHUHFRJQL]HGLQ
WKHSHULRGLQZKLFKWKHHVWLPDWHLVUHYLVHG7KHIROORZLQJDUH FRQVLGHUHGWREHWKHNH\DFFRXQWLQJMXGJPHQWVHVWLPDWHV
DQGDVVXPSWLRQVPDGHDQGDUHEHOLHYHGWREHDSSURSULDWHEDVHGXSRQFXUUHQWO\DYDLODEOHLQIRUPDWLRQ
X
Revenue.
6DOHVDUHUHFRUGHGQHWRIDOORZDQFHVIRUHVWLPDWHGUHEDWHVFDVKGLVFRXQWVDQGHVWLPDWHVRISURGXFWUHWXUQVDOORIZKLFK
DUHHVWDEOLVKHGDWWKHWLPHRIVDOH7KHHVWLPDWHGUHEDWHVFKDUJHEDFNVFDVKGLVFRXQWVDQGHVWLPDWHVRISURGXFWUHWXUQV
DUHUHFRUGHGDVFXUUHQWOLDELOLWLHV7KH*URXSPDNHVDFFUXDOVIRUH[SHFWHGVDOHVUHEDWHVZKLFKDUHHVWLPDWHGEDVHGRQ
I
DQDO\VHVRIH[LVWLQJFRQWUDFWXDORUOHJLVODWLYHO\PDQGDWHGREOLJDWLRQVKLVWRULFDOWUHQGVDQGWKH*URXS¶VH[SHULHQFH$V
WKHVHGHGXFWLRQVDUHEDVHGRQPDQDJHPHQWHVWLPDWHVWKH\PD\EHVXEMHFWWRFKDQJHDVEHWWHULQIRUPDWLRQEHFRPHV
DYDLODEOH6XFKFKDQJHVWKDWDULVHFRXOGLPSDFWWKHDFFUXDOVUHFRJQL]HGLQWKHEDODQFHVKHHWLQIXWXUHSHULRGVDQG
FRQVHTXHQWO\WKHOHYHORIVDOHVUHFRJQL]HGLQWKHLQFRPHVWDWHPHQWLQIXWXUHSHULRGV
2XWOLFHQVLQJ  DJUHHPHQWV  PD\  EH  HQWHUHG  LQWR  ZLWK  QR  IXUWKHU REOLJDWLRQ  RU PD\  LQFOXGH  FRPPLWPHQWV  WR  FRQGXFW
UHVHDUFK  ODWHVWDJH  GHYHORSPHQW  UHJXODWRU\  DSSURYDO  FRPDUNHWLQJ  RU  PDQXIDFWXULQJ  7KHVH  PD\  EH  VHWWOHG  E\  D
FRPELQDWLRQRIXSIURQWSD\PHQWVPLOHVWRQHSD\PHQWVDQGUHLPEXUVHPHQWVIRUVHUYLFHVSURYLGHG:KHWKHUWRFRQVLGHU
WKHVHFRPPLWPHQWVDVDVLQJOHSHUIRUPDQFHREOLJDWLRQRUVHSDUDWHRQHVRUHYHQEHLQJLQVFRSHRI,)56µ5HYHQXHV
IURP&RQWUDFWVZLWK&XVWRPHUV¶LVQRWVWUDLJKWIRUZDUGDQGUHTXLUHVVRPHMXGJPHQW'HSHQGLQJRQWKHFRQFOXVLRQWKLV
PD\UHVXOWLQDOOUHYHQXHEHLQJFDOFXODWHGDWLQFHSWLRQDQGHLWKHUEHLQJUHFRJQL]HGDWRQFHRUVSUHDGRYHUWKHWHUPRID
ORQJHUSHUIRUPDQFHREOLJDWLRQ
$VDSUDFWLFDOH[SHGLHQWWKH*URXSGRHVQRWDGMXVWWKHSURPLVHGDPRXQWRIFRQVLGHUDWLRQIRUWKHHIIHFWVRIDVLJQLILFDQW
ILQDQFLQJFRPSRQHQWLIWKHJURXSH[SHFWVDWFRQWUDFWLQFHSWLRQWKDWWKHSHULRGEHWZHHQZKHQWKHJURXSWUDQVIHUVD
SURPLVHGJRRGRUVHUYLFHWRDFXVWRPHUDQGZKHQWKHFXVWRPHUSD\VIRUWKDWJRRGRUVHUYLFHZLOOEHRQH\HDURUOHVV
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Impairment.,QWDQJLEOH  DVVHWV  QRW  \HW  DYDLODEOH  IRU  XVH  DUH  UHYLHZHG  DQQXDOO\  IRU  LPSDLUPHQW  3URSHUW\  SODQW  DQG
HTXLSPHQWULJKWRIXVHDVVHWVDQGLQWDQJLEOHDVVHWVLQXVHDUHDVVHVVHGIRULPSDLUPHQWZKHQWKHUHLVDWULJJHULQJHYHQW
WKDWSURYLGHVHYLGHQFHWKDWDQDVVHWPD\EHLPSDLUHG7RDVVHVVZKHWKHUDQ\LPSDLUPHQWH[LVWVHVWLPDWHVRIH[SHFWHG
IXWXUHFDVKIORZVDUHXVHG$FWXDORXWFRPHVFRXOGYDU\VLJQLILFDQWO\IURPVXFKHVWLPDWHVRIGLVFRXQWHGIXWXUHFDVK
IORZV)DFWRUVVXFKDVFKDQJHVLQGLVFRXQWUDWHVWKHSODQQHGXVHRIEXLOGLQJVPDFKLQHU\RUHTXLSPHQWFORVXUHRI
IDFLOLWLHVWKHSUHVHQFHRUDEVHQFHRIFRPSHWLWLRQWHFKQLFDOREVROHVFHQFHDQGORZHUWKDQDQWLFLSDWHGSURGXFWVDOHVFRXOG
OHDGWRVKRUWHUXVHIXOOLYHVRULPSDLUPHQW
Post-employment benefits.7KH*URXSRSHUDWHVDQXPEHURIGHILQHGEHQHILWSODQVDQGWKHIDLUYDOXHVRIWKHUHFRJQL]HG
SODQDVVHWVDQGOLDELOLWLHVDUHEDVHGXSRQVWDWLVWLFDODQGDFWXDULDOFDOFXODWLRQV7KHPHDVXUHPHQWRIWKHQHWGHILQHG
EHQHILW  REOLJDWLRQ  LV  SDUWLFXODUO\  VHQVLWLYH  WR  FKDQJHV  LQ  WKH  GLVFRXQW  UDWH  DQG  H[SHFWHG  PRUWDOLW\  7KH  DFWXDULDO
DVVXPSWLRQVXVHGPD\GLIIHUPDWHULDOO\IURPDFWXDOUHVXOWVGXHWRFKDQJHVLQPDUNHWDQGHFRQRPLFFRQGLWLRQVORQJHURU
VKRUWHUOLIHVSDQVRISDUWLFLSDQWVDQGRWKHUFKDQJHVLQWKHIDFWRUVEHLQJDVVHVVHG7KHVHGLIIHUHQFHVFRXOGLPSDFWRQWKH
GHILQHGEHQHILWSODQDVVHWVRUOLDELOLWLHVUHFRJQL]HGLQWKHEDODQFHVKHHWLQIXWXUHSHULRGV
Legal.7KH*URXSSURYLGHVIRUDQWLFLSDWHGOHJDOVHWWOHPHQWFRVWVZKHQWKHUHLVDSUREDEOHRXWIORZRIUHVRXUFHVWKDWFDQ
EHUHOLDEO\HVWLPDWHG:KHUHQRUHOLDEOHHVWLPDWHFDQEHPDGHQRSURYLVLRQLVUHFRUGHGDQGFRQWLQJHQWOLDELOLWLHVDUH
GLVFORVHGZKHUHPDWHULDO7KHVWDWXVRIVLJQLILFDQWOHJDOFDVHVLVGLVFORVHGLQ$GGLWLRQDO,QIRUPDWLRQ7KHVHHVWLPDWHV
FRQVLGHUWKHVSHFLILFFLUFXPVWDQFHVRIHDFKOHJDOFDVHDQGUHOHYDQWOHJDODGYLFHDQGDUHLQKHUHQWO\MXGJPHQWDOGXHWRWKH
KLJKO\FRPSOH[QDWXUHRIOHJDOFDVHV7KHHVWLPDWHVFRXOGFKDQJHVXEVWDQWLDOO\RYHUWLPHDVQHZIDFWVHPHUJHDQGHDFK
OHJDOFDVHSURJUHVVHV
Environmental.7KH*URXSSURYLGHVIRUDQWLFLSDWHGHQYLURQPHQWDOUHPHGLDWLRQFRVWVZKHQWKHUHLVDSUREDEOHRXWIORZ
RIUHVRXUFHVWKDWFDQEHUHDVRQDEO\HVWLPDWHG(QYLURQPHQWDOSURYLVLRQVFRQVLVWSULPDULO\RIFRVWVWRIXOO\FOHDQDQG
UHIXUELVKFRQWDPLQDWHGVLWHVLQFOXGLQJODQGILOOVDQGWRWUHDWDQGFRQWDLQFRQWDPLQDWLRQDWFHUWDLQRWKHUVLWHV7KHVH
HVWLPDWHVDUHLQKHUHQWO\MXGJPHQWDOGXHWRXQFHUWDLQWLHVUHODWHGWRWKHGHWHFWLRQRISUHYLRXVO\XQNQRZQFRQWDPLQDWHG
VLWHVWKHPHWKRGDQGH[WHQWRIUHPHGLDWLRQWKHSHUFHQWDJHRIWKHSUREOHPDWLFPDWHULDOVDWWULEXWDEOHWRWKH*URXSDWWKH
UHPHGLDWLRQVLWHVDQGWKHILQDQFLDOFDSDELOLWLHVRIWKHRWKHU SRWHQWLDOO\UHVSRQVLEOHSDUWLHV7KHHVWLPDWHVFRXOGFKDQJH
VXEVWDQWLDOO\RYHUWLPHDVQHZIDFWVHPHUJHDQGHDFKHQYLURQPHQWDOUHPHGLDWLRQSURJUHVVHV
Income taxes.6LJQLILFDQWHVWLPDWHVDUHUHTXLUHGWRGHWHUPLQHWKHFXUUHQWDQGGHIHUUHGWD[DVVHWVDQGOLDELOLWLHV6RPHRI
WKHVHHVWLPDWHVDUHEDVHGRQLQWHUSUHWDWLRQVRIH[LVWLQJWD[ODZVRUUHJXODWLRQV:KHUHWD[SRVLWLRQVDUHXQFHUWDLQ
DFFUXDOV  DUH  UHFRUGHG  ZLWKLQ  LQFRPH  WD[  OLDELOLWLHV  IRU  PDQDJHPHQW¶V  EHVW  HVWLPDWH  RI  WKH  XOWLPDWH  OLDELOLW\  WKDW  LV
H[SHFWHGWRDULVHEDVHGRQWKHVSHFLILFFLUFXPVWDQFHVDQGWKH*URXS¶VKLVWRULFDOH[SHULHQFH)DFWRUVWKDWPD\KDYHDQ
LPSDFWRQFXUUHQWDQGGHIHUUHGWD[HVLQFOXGHFKDQJHVLQWD[ODZVUHJXODWLRQVRUUDWHVFKDQJLQJLQWHUSUHWDWLRQVRI
H[LVWLQJWD[ODZVRUUHJXODWLRQVIXWXUHOHYHOVRIUHVHDUFKDQGGHYHORSPHQWVSHQGLQJDQGFKDQJHVLQSUHWD[HDUQLQJV
Leases.
Policy applicable from January 1, 2019
:KHUHWKH*URXSLVWKHOHVVHHNH\MXGJPHQWVLQFOXGHDVVHVVLQJZKHWKHUDUUDQJHPHQWVFRQWDLQDOHDVHDQGGHWHUPLQLQJ
WKHOHDVHWHUP7RDVVHVVZKHWKHUDFRQWUDFWFRQWDLQVDOHDVHUHTXLUHVMXGJPHQWDERXWZKHWKHULWGHSHQGVRQDVSHFLILHG
DVVHWZKHWKHUWKH*URXSREWDLQVVXEVWDQWLDOO\DOOWKHHFRQRPLFEHQHILWVIURPWKHXVHRIWKDWDVVHWDQGZKHWKHUWKH
*URXSKDVDULJKWWRGLUHFWWKHXVHRIWKHDVVHW,QRUGHUWRGHWHUPLQHWKHOHDVHWHUPMXGJPHQWLVUHTXLUHGDVH[WHQVLRQ
DQG  WHUPLQDWLRQ  RSWLRQV  KDYH  WR  EH  DVVHVVHG  DORQJ  ZLWK  DOO  IDFWV  DQG  FLUFXPVWDQFHV  WKDW  PD\  FUHDWH  DQ  HFRQRPLF
LQFHQWLYHWRH[HUFLVHDQH[WHQVLRQRSWLRQRUQRWH[HUFLVHDWHUPLQDWLRQRSWLRQ(VWLPDWHVLQFOXGHFDOFXODWLQJWKHGLVFRXQW
UDWHZKLFKLVEDVHGRQWKHLQFUHPHQWDOERUURZLQJUDWH
Policy applicable before January 1, 2019
7KHWUHDWPHQWRIOHDVLQJWUDQVDFWLRQVLVPDLQO\GHWHUPLQHGE\ZKHWKHUWKHOHDVHLVFRQVLGHUHGWREHDQRSHUDWLQJRU
ILQDQFHOHDVH,QPDNLQJWKLVDVVHVVPHQWPDQDJHPHQWORRNVDWWKHVXEVWDQFHRIWKHOHDVHDVZHOODVWKHOHJDOIRUPDQG
PDNHVDMXGJPHQWDERXWZKHWKHUVXEVWDQWLDOO\DOORIWKHULVNVDQGUHZDUGVRIRZQHUVKLSDUHWUDQVIHUUHG$UUDQJHPHQWV
ZKLFKGRQRWWDNHWKHOHJDOIRUPRIDOHDVHEXWWKDWQHYHUWKHOHVVFRQYH\WKHULJKWWRXVHDQDVVHWDUHDOVRFRYHUHGE\VXFK
DVVHVVPHQWV
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 $FFRXQWLQJSROLFLHV
&RQVROLGDWLRQSROLF\
6XEVLGLDULHVDUHDOOFRPSDQLHVRYHUZKLFKWKH*URXSKDVFRQWURO&KXJDLFRQWUROVDQHQWLW\ZKHQWKH*URXSLVH[SRVHG
WRRUKDVULJKWVWRYDULDEOHUHWXUQVIURPLWVLQYROYHPHQWZLWKWKHHQWLW\DQGKDVWKHDELOLW\WRDIIHFWWKRVHUHWXUQV
WKURXJKLWVSRZHURYHUWKHHQWLW\&RPSDQLHVDFTXLUHGGXULQJWKH\HDUDUHFRQVROLGDWHGIURPWKHGDWHRQZKLFKFRQWUROLV
WUDQVIHUUHGWRWKH*URXSDQGVXEVLGLDULHVWREHGLYHVWHGDUHLQFOXGHGXSWRWKHGDWHRQZKLFKFRQWUROSDVVHVIURPWKH
*URXS  ,QWHUFRPSDQ\  EDODQFHV  WUDQVDFWLRQV  DQG  UHVXOWLQJ  XQUHDOL]HG  LQFRPH  DUH  HOLPLQDWHG  LQ  IXOO  &KDQJHV  LQ
RZQHUVKLSLQWHUHVWVLQVXEVLGLDULHVDUHDFFRXQWHGIRUDVHTXLW\WUDQVDFWLRQVLIWKH\RFFXUDIWHUFRQWUROKDVDOUHDG\EHHQ
REWDLQHGDQGLIWKH\GRQRWUHVXOWLQDORVVRIFRQWURO$VVRFLDWHVDUHFRPSDQLHVRYHUZKLFKWKH*URXSH[HUFLVHVRUKDV
WKHSRZHUWRH[HUFLVHVLJQLILFDQWLQIOXHQFHEXWZKLFKLWGRHVQRWFRQWURODQGWKH\DUHDFFRXQWHGIRUXVLQJWKHHTXLW\
PHWKRG
)RUHLJQFXUUHQF\WUDQVODWLRQ
0RVWIRUHLJQVXEVLGLDULHVRIWKH*URXSXVHWKHLUORFDOFXUUHQF\DVWKHLUIXQFWLRQDOFXUUHQF\&HUWDLQIRUHLJQVXEVLGLDULHV
XVHRWKHUFXUUHQFLHV VXFKDVWKHHXUR DVWKHLUIXQFWLRQDOFXUUHQF\ZKHUHWKLVLVWKHFXUUHQF\RIWKHSULPDU\HFRQRPLF
U
HQYLURQPHQWLQZKLFKWKHHQWLW\RSHUDWHV/RFDOWUDQVDFWLRQVLQRWKHUFXUUHQFLHVDUHLQLWLDOO\UHSRUWHGXVLQJWKHH[FKDQJH
UDWHDWWKHGDWHRIWKHWUDQVDFWLRQ*DLQVDQGORVVHVIURPWKHVHWWOHPHQWRIVXFKWUDQVDFWLRQVDQGJDLQVDQGORVVHVRQ
WUDQVODWLRQRIPRQHWDU\DVVHWVDQGOLDELOLWLHVGHQRPLQDWHGLQRWKHUFXUUHQFLHVDUHLQFOXGHGLQLQFRPHH[FHSWZKHQWKH\
DUHTXDOLI\LQJFDVKIORZKHGJHV,QVXFKFDVHVWKHJDLQVDQGORVVHVDUHGHIHUUHGLQWRRWKHUFRPSUHKHQVLYHLQFRPH
8SRQFRQVROLGDWLRQDVVHWVDQGOLDELOLWLHVRIIRUHLJQVXEVLGLDULHVXVLQJIXQFWLRQDOFXUUHQFLHVRWKHUWKDQ-DSDQHVH\HQDUH
WUDQVODWHGLQWR-DSDQHVH\HQXVLQJ\HDUHQGUDWHVRIH[FKDQJH7KHLQFRPHVWDWHPHQWDQGVWDWHPHQWRIFDVKIORZVDUH
WUDQVODWHGDWWKHDYHUDJHUDWHVRIH[FKDQJHIRUWKH\HDU7UDQVODWLRQGLIIHUHQFHVGXHWRWKHFKDQJHVLQH[FKDQJHUDWHV
EHWZHHQWKHEHJLQQLQJDQGWKHHQGRIWKH\HDUDQGWKHGLIIHUHQFHEHWZHHQQHWLQFRPHWUDQVODWHGDWWKHDYHUDJHDQG\HDU
HQGH[FKDQJHUDWHVDUHWDNHQGLUHFWO\WRRWKHUFRPSUHKHQVLYHLQFRPH
5HYHQXH
Sales.5HYHQXHIURPWKHVDOHRIJRRGV VXSSOLHGLVUHFRUGHGDVµ6DOHV¶
6DOHVDUHUHFRJQL]HGZKHQDSURPLVHLQDFXVWRPHUFRQWUDFW SHUIRUPDQFHREOLJDWLRQ KDVEHHQVDWLVILHGE\WUDQVIHUULQJ
FRQWURORYHUWKHSURPLVHGJRRGVWRWKHFXVWRPHU&RQWURORYHUDSURPLVHGJRRGUHIHUVWRWKHDELOLW\WRGLUHFWWKHXVHRI
DQGREWDLQVXEVWDQWLDOO\DOORIWKHUHPDLQLQJEHQHILWVIURPWKRVHJRRGV&RQWUROLVXVXDOO\WUDQVIHUUHGXSRQVKLSPHQWRU
GHOLYHU\WRRUXSRQUHFHLSWRIJRRGVE\WKHFXVWRPHULQDFFRUGDQFHZLWKWKHGHOLYHU\DQGDFFHSWDQFHWHUPVDJUHHGZLWK
WKHFXVWRPHUV7KHDPRXQWRIVDOHVWREHUHFRJQL]HG WUDQVDFWLRQSULFH LVEDVHGRQWKHFRQVLGHUDWLRQWKH*URXSH[SHFWV
WRUHFHLYHLQH[FKDQJHIRULWVJRRGVH[FOXGLQJDPRXQWVFROOHFWHGRQEHKDOIRIWKLUGSDUWLHVVXFKDVFRQVXPSWLRQWD[RU
RWKHUWD[HVGLUHFWO\OLQNHGWRVDOHV7KH*URXSUHFRJQL]HVGHIHUUHGLQFRPH FRQWUDFWOLDELOLW\ LIFRQVLGHUDWLRQKDVEHHQ
UHFHLYHG RUKDVEHFRPHUHFHLYDEOH EHIRUHWKH*URXSWUDQVIHUVWKHSURPLVHGJRRGVWRWKHFXVWRPHU
Royalty and other operating income.µ5R\DOW\DQGRWKHURSHUDWLQJLQFRPH¶LQFOXGHVUR\DOW\LQFRPHLQFRPHIURPRXW
OLFHQVLQJDJUHHPHQWVDQGLQFRPHIURPGLVSRVDORISURGXFWVDQGRWKHULWHPV
5HYHQXH  IRU  D  VDOHVEDVHG  RU  XVDJHEDVHG  UR\DOW\  SURPLVHG  LQ  H[FKDQJH  IRU  D  OLFHQVH  RI  LQWHOOHFWXDO  SURSHUW\  LV
UHFRJQL]HGZKHQWKHVXEVHTXHQWVDOHRUXVDJHRFFXUV
,QFRPHIURPRXWOLFHQVLQJDJUHHPHQWVW\SLFDOO\DULVHVIURPWKHUHFHLSWRIXSIURQWPLOHVWRQHDQGRWKHUVLPLODUSD\PHQWV
IURP  WKLUG  SDUWLHV  IRU  JUDQWLQJ  D  OLFHQVH  WR  SURGXFW  RU  WHFKQRORJ\  UHODWHG  LQWHOOHFWXDO  SURSHUW\  ,3   2XWOLFHQVLQJ
DJUHHPHQWVPD\EHHQWHUHGLQWRZLWKQRIXUWKHUREOLJDWLRQRUPD\LQFOXGHFRPPLWPHQWVWRFRQGXFWUHVHDUFKODWHVWDJH
GHYHORSPHQWUHJXODWRU\DSSURYDOFRPDUNHWLQJRUPDQXIDFWXULQJ/LFHQVHVJUDQWHGDUHXVXDOO\ULJKWVWRXVH,3DQGDUH
JHQHUDOO\  XQLTXH  7KHUHIRUH  WKH  EDVLV  RI  DOORFDWLQJ  UHYHQXH  WR  SHUIRUPDQFH  REOLJDWLRQV  PDNHV  XVH  RI  WKH  UHVLGXDO
DSSURDFK8SIURQWSD\PHQWVDQGRWKHUOLFHQVLQJIHHVDUHXVXDOO\UHFRJQL]HGXSRQJUDQWLQJWKHOLFHQVHXQOHVVVRPHRIWKH
LQFRPH  VKDOO  EH  GHIHUUHG  IRU  RWKHU  SHUIRUPDQFH  REOLJDWLRQV  XVLQJ  WKH  UHVLGXDO  DSSURDFK  6XFK  GHIHUUHG  LQFRPH  LV
UHOHDVHGDQGUHFRJQL]HGDVUHYHQXHZKHQRWKHUSHUIRUPDQFHREOLJDWLRQVDUHVDWLVILHG0LOHVWRQHLQFRPHLVUHFRJQL]HGDW
WKHSRLQWLQWLPHZKHQLWLVKLJKO\SUREDEOHWKDWWKHUHVSHFWLYHPLOHVWRQHHYHQWFULWHULDLVDFKLHYHGDQGWKHULVNRI
UHYHQXHUHYHUVDOLVFRQVLGHUHGUHPRWH
3D\PHQWVUHFHLYHGIRUWKHGLVSRVDORISURGXFWDQGVLPLODUULJKWVDUHUHFRJQL]HGDVUHYHQXHXSRQWUDQVIHURIFRQWURORYHU
VXFKULJKWV7RWKHH[WHQWWKDWVRPHRIWKHVHSD\PHQWVUHODWHWRRWKHUSHUIRUPDQFHREOLJDWLRQVDSRUWLRQLVGHIHUUHG
XVLQJWKHUHVLGXDODSSURDFKDQGUHFRJQL]HGDVUHYHQXHZKHQSHUIRUPDQFHREOLJDWLRQVDUHVDWLVILHG
I
,QFRPHIURPSURILWVKDULQJDUUDQJHPHQWVZLWKFROODERUDWLRQSDUWQHUVLVUHFRJQL]HGDVXQGHUO\LQJVDOHVDQGFRVWRIVDOHV
DUHUHFRUGHGE\WKHFROODERUDWLRQSDUWQHUV
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&RVWRIVDOHV
&RVWRIVDOHVLQFOXGHVWKHFRUUHVSRQGLQJGLUHFWSURGXFWLRQFRVWVDQGUHODWHGSURGXFWLRQRYHUKHDGVRIJRRGVVROGDQG
VHUYLFHVUHQGHUHG5R\DOWLHVDOOLDQFHDQGFROODERUDWLRQH[SHQVHVLQFOXGLQJDOOFROODERUDWLRQSURILWVKDULQJDUUDQJHPHQWV
DUHDOVRUHSRUWHGDVSDUWRIFRVWRIVDOHV6WDUWXSFRVWVEHWZHHQYDOLGDWLRQDQGWKHDFKLHYHPHQWRIQRUPDOSURGXFWLRQ
FDSDFLW\DUHH[SHQVHGDVLQFXUUHG
5HVHDUFKDQGGHYHORSPHQW
,QWHUQDOUHVHDUFKDQGGHYHORSPHQWDFWLYLWLHVDUHH[SHQVHGDVLQFXUUHGIRUWKHIROORZLQJ
 ,QWHUQDOUHVHDUFKFRVWVLQFXUUHGIRUWKHSXUSRVHRIJDLQLQJQHZVFLHQWLILFRUWHFKQLFDONQRZOHGJHDQGXQGHUVWDQGLQJ
 ,QWHUQDOGHYHORSPHQWFRVWVLQFXUUHGIRUWKHDSSOLFDWLRQRIUHVHDUFKILQGLQJVRURWKHUNQRZOHGJHWRSODQDQGGHYHORS
QHZ  SURGXFWV  IRU  FRPPHUFLDO  SURGXFWLRQ  7KH  GHYHORSPHQW  SURMHFWV  XQGHUWDNHQ  E\  WKH  *URXS  DUH  VXEMHFW  WR
WHFKQLFDOUHJXODWRU\DQGRWKHUXQFHUWDLQWLHVVXFKWKDWLQWKHRSLQLRQRIPDQDJHPHQWWKHFULWHULDIRUFDSLWDOL]DWLRQ
DVLQWDQJLEOHDVVHWVDUHQRWPHWSULRUWRREWDLQLQJPDUNHWLQJDSSURYDOE\WKHUHJXODWRU\DXWKRULWLHVLQPDMRUPDUNHWV
 3RVWPDUNHWLQJVWXGLHVDIWHUUHJXODWRU\DSSURYDOVXFKDVSKDVH,9FRVWVLQWKHSKDUPDFHXWLFDOVEXVLQHVVJHQHUDOO\
LQYROYHVDIHW\VXUYHLOODQFHDQGRQJRLQJWHFKQLFDOVXSSRUWRIDGUXJDIWHULWUHFHLYHVPDUNHWLQJDSSURYDOWREHVROG
7KH\PD\EHUHTXLUHGE\UHJXODWRU\DXWKRULWLHVRUPD\EHXQGHUWDNHQIRUVDIHW\RUFRPPHUFLDOUHDVRQV7KHFRVWVRI
VXFKSRVWPDUNHWLQJVWXGLHVDUHQRWFDSLWDOL]HGDVLQWDQJLEOHDVVHWVDVLQWKHRSLQLRQRIPDQDJHPHQWWKH\GRQRW
JHQHUDWHVHSDUDWHO\LGHQWLILDEOHLQFUHPHQWDOIXWXUHHFRQRPLFEHQHILWVWKDWFDQEHUHOLDEO\PHDVXUHG
$FTXLUHG  LQSURFHVV  UHVHDUFK  DQG  GHYHORSPHQW  UHVRXUFHV  REWDLQHG  WKURXJK  LQOLFHQVLQJ  DUUDQJHPHQWV  EXVLQHVV
FRPELQDWLRQVRUVHSDUDWHDVVHWSXUFKDVHVDUHFDSLWDOL]HGDVLQWDQJLEOHDVVHWV7KHDFTXLUHGDVVHWPXVWEHFRQWUROOHGE\
WKH*URXSEHVHSDUDWHO\LGHQWLILDEOHDQGH[SHFWHGWRJHQHUDWH IXWXUHHFRQRPLFEHQHILWVHYHQLIXQFHUWDLQW\H[LVWVDVWR
ZKHWKHU  WKH  UHVHDUFK  DQG  GHYHORSPHQW  ZLOO  XOWLPDWHO\  UHVXOW  LQ  D  PDUNHWDEOH  SURGXFW  &RQVHTXHQWO\  XSIURQW  DQG
PLOHVWRQHSD\PHQWVWRWKLUGSDUWLHVIRUSKDUPDFHXWLFDOSURGXFWVRUFRPSRXQGVEHIRUHUHJXODWRU\PDUNHWLQJDSSURYDODUH
UHFRJQL]HGDVLQWDQJLEOHDVVHWV$VVHWVDFTXLUHGWKURXJKVXFKDUUDQJHPHQWVDUHPHDVXUHGRQWKHEDVLVVHWRXWLQWKH
³,QWDQJLEOHDVVHWV´SROLF\6XEVHTXHQWLQWHUQDOUHVHDUFKDQGGHYHORSPHQWFRVWVLQFXUUHGSRVWDFTXLVLWLRQDUHWUHDWHGLQ
WKHVDPHZD\DVRWKHULQWHUQDOUHVHDUFKDQGGHYHORSPHQWFRVWV,IUHVHDUFKDQGGHYHORSPHQWDUHHPEHGGHGLQFRQWUDFWV
IRU  VWUDWHJLF  DOOLDQFHV  WKH  *URXS  FDUHIXOO\  DVVHVVHV  ZKHWKHU  XSIURQW  RU  PLOHVWRQH  SD\PHQWV  FRQVWLWXWH  IXQGLQJ  RI
UHVHDUFKDQGGHYHORSPHQWZRUNRUDFTXLVLWLRQRIDQDVVHW
(PSOR\HHEHQHILWV
6KRUWWHUPHPSOR\HHEHQHILWVLQFOXGHZDJHVVDODULHVVRFLDOVHFXULW\FRQWULEXWLRQVSDLGDQQXDOOHDYHDQGVLFNOHDYH
SURILWVKDULQJDQGERQXVHVDQGQRQPRQHWDU\EHQHILWVIRUFXUUHQWHPSOR\HHV7KHFRVWVDUHUHFRJQL]HGZLWKLQWKH
RSHUDWLQJUHVXOWVZKHQWKHHPSOR\HHKDVUHQGHUHGWKHDVVRFLDWHGVHUYLFH7KH*URXSUHFRJQL]HVDOLDELOLW\IRUSURILW
VKDULQJ  DQG  ERQXVHV  ZKHUH  FRQWUDFWXDOO\  REOLJHG  RU  ZKHUH  WKHUH  LV  D  SDVW  SUDFWLFH  WKDW  KDV  FUHDWHG  D  FRQVWUXFWLYH
REOLJDWLRQ
7HUPLQDWLRQEHQHILWVDUHSD\DEOHZKHQHPSOR\PHQWLVWHUPLQDWHG E\WKH*URXSEHIRUHWKHQRUPDOUHWLUHPHQWGDWHRU
ZKHQHYHUDQHPSOR\HHDFFHSWVYROXQWDU\UHGXQGDQF\LQH[FKDQJHIRUWKHVHEHQHILWV7HUPLQDWLRQFRVWVDUHUHFRJQL]HGDW
I
WKHHDUOLHURIZKHQWKH*URXSFDQQRORQJHUZLWKGUDZWKHRIIHURIWKHEHQHILWVRUZKHQWKH*URXSUHFRJQL]HVDQ\UHODWHG
UHVWUXFWXULQJFRVWV
3RVWHPSOR\PHQWEHQHILWV
)RUGHILQHGFRQWULEXWLRQSODQVWKH*URXSFRQWULEXWLRQVDUHUHFRJQL]HGZLWKLQWKHRSHUDWLQJUHVXOWVZKHQWKHHPSOR\HH
KDVUHQGHUHGWKHDVVRFLDWHGVHUYLFH
)RUGHILQHGEHQHILWSODQVWKHOLDELOLW\RUDVVHWUHFRJQL]HGLQWKHEDODQFHVKHHWLVQHWDPRXQWRIWKHSUHVHQWYDOXHRIWKH
GHILQHGEHQHILWREOLJDWLRQDQGWKHIDLUYDOXHRIWKHSODQDVVHWV$OOFKDQJHVLQWKHQHWGHILQHGEHQHILWOLDELOLW\ DVVHW DUH
UHFRJQL]HGDVWKH\RFFXUDVIROORZV
5HFRJQL]HGLQWKHLQFRPHVWDWHPHQW
 &XUUHQWVHUYLFHFRVWVDUHFKDUJHGWRWKHDSSURSULDWHLQFRPHVWDWHPHQWKHDGLQJZLWKLQWKHRSHUDWLQJUHVXOWV
 3DVWVHUYLFHFRVWVLQFOXGLQJFXUWDLOPHQWJDLQVRUORVVHVDUHUHFRJQL]HGLPPHGLDWHO\LQJHQHUDODQGDGPLQLVWUDWLRQ
ZLWKLQWKHRSHUDWLQJUHVXOWV
 6HWWOHPHQWJDLQVRUORVVHVDUHUHFRJQL]HGLQJHQHUDODQGDGPLQLVWUDWLRQZLWKLQWKHRSHUDWLQJUHVXOWV
 1HWLQWHUHVWRQWKHQHWGHILQHGEHQHILWOLDELOLW\ DVVHW LVUHFRJQL]HGLQILQDQFLQJFRVWV
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5HFRJQL]HGLQRWKHUFRPSUHKHQVLYHLQFRPH
 $FWXDULDOJDLQVDQGORVVHVDULVLQJIURPH[SHULHQFHDGMXVWPHQWV WKHGLIIHUHQFHEHWZHHQSUHYLRXVDVVXPSWLRQVDQG
ZKDWKDVDFWXDOO\RFFXUUHG DQGFKDQJHVLQDFWXDULDODVVXPSWLRQV
 7KHUHWXUQRQSODQDVVHWVH[FOXGLQJDPRXQWVLQFOXGHGLQQHWLQWHUHVWRQWKHQHWGHILQHGEHQHILWOLDELOLW\ DVVHW 
1HWLQWHUHVWRQWKHQHWGHILQHGEHQHILWOLDELOLW\ DVVHW FRPSULVHVLQWHUHVWLQFRPHRQSODQDVVHWVDQGLQWHUHVWFRVWVRQWKH
GHILQHGEHQHILWREOLJDWLRQ7KHQHWLQWHUHVWLVFDOFXODWHGXVLQJWKHVDPHGLVFRXQWUDWHWKDWLVXVHGLQFDOFXODWLQJWKH
GHILQHGEHQHILWREOLJDWLRQDSSOLHGWRWKHQHWGHILQHGEHQHILW OLDELOLW\ DVVHW DWWKHVWDUWRIWKHSHULRGWDNLQJDFFRXQWRI
DQ\FKDQJHVIURPFRQWULEXWLRQRUEHQHILWSD\PHQWV
3HQVLRQDVVHWVDQGOLDELOLWLHVLQGLIIHUHQWGHILQHGEHQHILWSODQVDUHQRWRIIVHWXQOHVVWKH*URXSKDVDOHJDOO\HQIRUFHDEOH
ULJKWWRXVHWKHVXUSOXVLQRQHSODQWRVHWWOHREOLJDWLRQVLQWKHRWKHUSODQ
(TXLW\FRPSHQVDWLRQSODQV
7KHIDLUYDOXHRIDOOHTXLW\FRPSHQVDWLRQDZDUGVLQFOXGLQJUHVWULFWHGVWRFNVJUDQWHGWRGLUHFWRUVDQGFHUWDLQHPSOR\HHV
LV HVWLPDWHG  DW  WKH JUDQW  GDWH DQG  UHFRUGHG  DV DQ  H[SHQVH RYHUWKH YHVWLQJ SHULRG 7KH H[SHQVH LV  FKDUJHG WR WKH
DSSURSULDWHLQFRPHVWDWHPHQWKHDGLQJZLWKLQWKHRSHUDWLQJUHVXOWV)RUHTXLW\VHWWOHGSODQVDQLQFUHDVHLQHTXLW\LV
UHFRUGHGIRUWKLVH[SHQVHDQGDQ\VXEVHTXHQWFDVKIORZVIURPH[HUFLVHVRIYHVWHGDZDUGVDUHUHFRUGHGDVFKDQJHVLQ
HTXLW\
3URSHUW\SODQWDQGHTXLSPHQW
3URSHUW\SODQWDQGHTXLSPHQWDUHLQLWLDOO\UHFRUGHGDWFRVWRISXUFKDVHRUFRQVWUXFWLRQDQGLQFOXGHDOOFRVWVGLUHFWO\
I
DWWULEXWDEOHWREULQJLQJWKHDVVHWWRWKHORFDWLRQDQGFRQGLWLRQQHFHVVDU\IRULWWREHFDSDEOHRIRSHUDWLQJLQWKHPDQQHU
LQWHQGHGE\PDQDJHPHQW7KHVHLQFOXGHLWHPVVXFKDVFRVWVRIVLWHSUHSDUDWLRQLQVWDOODWLRQDQGDVVHPEO\FRVWVDQG
SURIHVVLRQDOIHHV7KHQHWFRVWVRIWHVWLQJZKHWKHUWKHDVVHWLVIXQFWLRQLQJSURSHUO\LQFOXGLQJYDOLGDWLRQFRVWVDUHDOVR
LQFOXGHGLQWKHLQLWLDOO\UHFRUGHGFRVWRIFRQVWUXFWLRQ3URSHUW\SODQWDQGHTXLSPHQWDUHGHSUHFLDWHGRQDVWUDLJKWOLQH
EDVLVH[FHSWIRUODQGZKLFKLVQRWGHSUHFLDWHG7KHHVWLPDWHGXVHIXOOLYHVRIPDMRUFODVVHVRIGHSUHFLDEOHDVVHWVDUHDV
IROORZV
 /DQGLPSURYHPHQWV
\HDUV
 %XLOGLQJV
\HDUV
 0DFKLQHU\DQGHTXLSPHQW
\HDUV
:KHUHSDUWVRIDQLWHPRISURSHUW\SODQWDQGHTXLSPHQWKDYHGLIIHUHQWXVHIXOOLYHVWKH\DUHDFFRXQWHGIRUDVVHSDUDWH
FRPSRQHQWV7KHHVWLPDWHGXVHIXOOLYHVRIWKHDVVHWVDUHUHJXODUO\UHYLHZHGDQGLIQHFHVVDU\WKHIXWXUHGHSUHFLDWLRQ
FKDUJHVDUHDFFHOHUDWHG5HSDLUVDQGPDLQWHQDQFHFRVWVDUHH[SHQVHGDVLQFXUUHG
/HDVHV
3ROLF\DSSOLFDEOHIURP-DQXDU\
$WLQFHSWLRQRIDFRQWUDFWWKH*URXSDVVHVVHVZKHWKHUDFRQWUDFWLVRUFRQWDLQVDOHDVH$FRQWUDFWLVRUFRQWDLQVD
OHDVHLIWKHFRQWUDFWFRQYH\VWKHULJKWWRFRQWUROWKHXVHRIDQLGHQWLILHGDVVHWIRUDSHULRGRIWLPHLQH[FKDQJHIRU
FRQVLGHUDWLRQ7KH*URXSUHFRJQL]HVDULJKWRIXVHDVVHWDQGDFRUUHVSRQGLQJOHDVHOLDELOLW\IRUHDFKFRQWUDFWWKDWLVRU
FRQWDLQVDOHDVHDWWKHOHDVHFRPPHQFHPHQWGDWHH[FHSWIRUVKRUWWHUPOHDVHVDQGOHDVHVRIORZYDOXHDVVHWV3D\PHQWV
IRUVKRUWWHUPOHDVHVDQGOHDVHVRIORZYDOXHDVVHWVDUHUHFRJQL]HGDVDQH[SHQVHRQDVWUDLJKWOLQHEDVLVRYHUWKHWHUPRI
WKHUHVSHFWLYHOHDVH7KHOHDVHOLDELOLW\LVLQLWLDOO\PHDVXUHGDWWKHSUHVHQWYDOXHRIWKHIXWXUHOHDVHSD\PHQWVWKDWDUHQRW
SDLGDWWKHOHDVHFRPPHQFHPHQWGDWH7KHOHDVHSD\PHQWVDUHGLVFRXQWHGXVLQJWKHLQWHUHVWUDWHLPSOLFLWLQWKHOHDVHRU
LIQRWUHDGLO\GHWHUPLQDEOHWKH*URXS¶VLQFUHPHQWDOERUURZLQJUDWHLQWKHUHVSHFWLYHPDUNHWV/HDVHSD\PHQWVLQFOXGH
IL[HG  SD\PHQWV  YDULDEOH  SD\PHQWV  WKDW  GHSHQG  RQ  DQ  LQGH[  RU  UDWH  NQRZQ  DW  WKH  OHDVH  FRPPHQFHPHQW  GDWH  DQG
SD\PHQWV  IURP  H[HUFLVLQJ  SXUFKDVH  RSWLRQV  LI  WKH  *URXS  LV  UHDVRQDEO\  FHUWDLQ  WR  H[HUFLVH  7KH  OHDVH  OLDELOLW\  LV
VXEVHTXHQWO\PHDVXUHGDWDPRUWL]HGFRVWVXVLQJWKHHIIHFWLYHLQWHUHVWPHWKRG,WLVUHPHDVXUHGZLWKDFRUUHVSRQGLQJ
DGMXVWPHQW  WR  WKH  UHODWHG  ULJKWRIXVH  DVVHW  ZKHQ  WKHUH  LV  D  FKDQJH  LQ  IXWXUH  OHDVH  SD\PHQWV  IROORZLQJ  D  FRQWUDFW
UHQHJRWLDWLRQDFKDQJHRIDQLQGH[RUUDWHRUDUHDVVHVVPHQWRIRSWLRQV7KHULJKWRIXVHDVVHWLVLQLWLDOO\PHDVXUHGDW
FRVWZKLFKFRPSULVHVWKHLQLWLDODPRXQWRIWKHOHDVHOLDELOLW\DGMXVWHGIRUDQ\SD\PHQWVPDGHDWRUEHIRUHWKHOHDVH
FRPPHQFHPHQWGDWHDQGZKLFKLQFOXGHVDQ\LQLWLDOGLUHFWFRVWVLQFXUUHGDQGH[SHFWHGFRVWVRIREOLJDWLRQVWRGLVPDQWOH
UHPRYHRUUHIXUELVKWKHXQGHUO\LQJDVVHWOHVVDQ\LQFHQWLYHVUHFHLYHG5LJKWRIXVHDVVHWVDUHGHSUHFLDWHGRQDVWUDLJKW
OLQHEDVLVIURPWKHFRPPHQFHPHQWGDWHWRWKHHQGRIWKHXVHIXOOLIHRIWKHXQGHUO\LQJDVVHWLIWKHOHDVHWUDQVIHUV
RZQHUVKLSRIWKHXQGHUO\LQJDVVHWWRWKHOHVVHHE\WKHHQGRIWKHOHDVHWHUPRULIWKHFRVWRIWKHULJKWRIXVHDVVHWUHIOHFWV
WKDWWKHOHVVHHZLOOH[HUFLVHDSXUFKDVHRSWLRQ2WKHUZLVHULJKWRIXVHDVVHWVDUHGHSUHFLDWHGRQDVWUDLJKWOLQHEDVLV
IURPWKHOHDVHFRPPHQFHPHQWGDWHRYHUWKHVKRUWHURIWKHOHDVH WHUPRUWKHXVHIXOOLIHRIWKHXQGHUO\LQJDVVHW5LJKWRI
XVHDVVHWVDUHDVVHVVHGIRULPSDLUPHQWZKHQHYHUWKHUHLVDQLQGLFDWLRQIRULPSDLUPHQW
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Data Section

3ROLF\DSSOLFDEOHEHIRUH-DQXDU\
:KHUHWKH*URXSLVWKHOHVVHHILQDQFHOHDVHVH[LVWZKHQVXEVWDQWLDOO\DOORIWKHULVNVDQGUHZDUGVRIRZQHUVKLSDUH
WUDQVIHUUHGWRWKH*URXS)LQDQFHOHDVHVDUHFDSLWDOL]HGDWWKHVWDUWRIWKHOHDVHDWIDLUYDOXHRUWKHSUHVHQWYDOXHRIWKH
PLQLPXPOHDVHSD\PHQWVLIORZHU7KHUHQWDOREOLJDWLRQQHWRIILQDQFHFKDUJHVLVUHSRUWHGZLWKLQGHEW)LQDQFHOHDVH
I
DVVHWVDUHGHSUHFLDWHGRYHUWKHVKRUWHURIWKHOHDVHWHUPDQGLWVXVHIXOOLIH7KHLQWHUHVWHOHPHQWRIWKHOHDVHSD\PHQWLV
FKDUJHGDJDLQVWLQFRPHRYHUWKHOHDVHWHUPEDVHGRQWKHHIIHFWLYHLQWHUHVWUDWHPHWKRG2SHUDWLQJOHDVHVH[LVWZKHQ
VXEVWDQWLDOO\DOORIWKHULVNVDQGUHZDUGVRIRZQHUVKLSDUHQRWWUDQVIHUUHGWRWKH*URXS3D\PHQWVPDGHXQGHURSHUDWLQJ
OHDVHVDUHFKDUJHGDJDLQVWLQFRPHRQDVWUDLJKWOLQHEDVLVRYHUWKHSHULRGRIWKHOHDVH
,QWDQJLEOHDVVHWV
3XUFKDVHGSDWHQWVWUDGHPDUNVOLFHQVHVDQGRWKHULQWDQJLEOHDVVHWVDUHLQLWLDOO\UHFRUGHGDWFRVW$VVHWVWKDWKDYHEHHQ
DFTXLUHGWKURXJKDEXVLQHVVFRPELQDWLRQDUHLQLWLDOO\UHFRUGHGDWIDLUYDOXH2QFHDYDLODEOHIRUXVHLQWDQJLEOHDVVHWVDUH
DPRUWL]HGRQDVWUDLJKWOLQHEDVLVRYHUWKHLUXVHIXOOLYHV7KHHVWLPDWHGXVHIXOOLIHLVWKHORZHURIWKHOHJDOGXUDWLRQDQG
WKHHFRQRPLFXVHIXOOLIH7KHHVWLPDWHGXVHIXOOLYHVRILQWDQJLEOHDVVHWVDUHUHJXODUO\UHYLHZHG(VWLPDWHGXVHIXOOLYHVRI
PDMRUFODVVHVRIDPRUWL]DEOHLQWDQJLEOHDVVHWVDUHDVIROORZV
 3URGXFWLQWDQJLEOHVLQXVH
\HDUV
 0DUNHWLQJLQWDQJLEOHVLQXVH
\HDUV
 7HFKQRORJ\LQWDQJLEOHVLQXVH
\HDUV
,PSDLUPHQWRISURSHUW\SODQWDQGHTXLSPHQWULJKWRIXVHDVVHWVDQGLQWDQJLEOHDVVHWV
$QLPSDLUPHQWDVVHVVPHQWLVFDUULHGRXWDWHDFKUHSRUWLQJGDWH ZKHQWKHUHLVHYLGHQFHWKDWDQDVVHWPD\EHLPSDLUHG,Q
DGGLWLRQLQWDQJLEOHDVVHWVWKDWDUHQRW\HWDYDLODEOHIRUXVHDUHWHVWHGIRULPSDLUPHQWDQQXDOO\:KHQWKHUHFRYHUDEOH
DPRXQWRIDQDVVHWEHLQJWKHKLJKHURILWVIDLUYDOXHOHVVFRVWVWRVHOODQGLWVYDOXHLQXVHLVOHVVWKDQLWVFDUU\LQJYDOXH
WKHQWKHFDUU\LQJYDOXHLVUHGXFHGWRLWVUHFRYHUDEOHDPRXQW7KLVUHGXFWLRQLVUHSRUWHGLQWKHLQFRPHVWDWHPHQWDVDQ
LPSDLUPHQWORVV9DOXHLQXVHLVFDOFXODWHGXVLQJHVWLPDWHGFDVKIORZV7KHVHDUHGLVFRXQWHGXVLQJDQDSSURSULDWHORQJ
WHUPLQWHUHVWUDWH:KHQDQLPSDLUPHQWORVVDULVHVWKHXVHIXO OLIHRIWKHDVVHWLVUHYLHZHGDQGLIQHFHVVDU\WKHIXWXUH
GHSUHFLDWLRQDPRUWL]DWLRQ  FKDUJH  LV  DFFHOHUDWHG  ,I  WKH  DPRXQW  RI  LPSDLUPHQW  ORVV  VXEVHTXHQWO\  GHFUHDVHV  DQG  WKH
GHFUHDVHFDQEHUHODWHGREMHFWLYHO\WRDQHYHQWRFFXUULQJDIWHUWKHLPSDLUPHQWZDVUHFRJQL]HGWKHQWKHSUHYLRXVO\
UHFRJQL]HGLPSDLUPHQWORVVLVUHYHUVHGWKURXJKWKHLQFRPHVWDWHPHQWDVDQLPSDLUPHQWUHYHUVDO
,QYHQWRULHV
,QYHQWRULHVDUHVWDWHGDWWKHORZHURIFRVWDQGQHWUHDOL]DEOHYDOXH7KHFRVWRIILQLVKHGJRRGVZRUNLQSURFHVVDQG
LQWHUPHGLDWHVLQFOXGHVUDZPDWHULDOVGLUHFWODERXUDQGRWKHUGLUHFWO\DWWULEXWDEOHFRVWVDQGRYHUKHDGVEDVHGXSRQWKH
QRUPDOFDSDFLW\RISURGXFWLRQIDFLOLWLHV&RVWLVGHWHUPLQHGXVLQJWKHZHLJKWHGDYHUDJHPHWKRG1HWUHDOL]DEOHYDOXHLV
WKHHVWLPDWHGVHOOLQJSULFHOHVVFRVWWRFRPSOHWLRQDQGVHOOLQJH[SHQVHV
$FFRXQWVUHFHLYDEOH
$FFRXQWV  UHFHLYDEOH  DUH  FDUULHG  DW  WKH  RULJLQDO  LQYRLFH  DPRXQW  OHVV  DOORZDQFHV  PDGH  IRU  GRXEWIXO  DFFRXQWV  WUDGH
GLVFRXQWVFDVKGLVFRXQWVYROXPHUHEDWHVDQGVLPLODUDOORZDQFHV$UHFHLYDEOHUHSUHVHQWVDULJKWWRFRQVLGHUDWLRQWKDWLV
XQFRQGLWLRQDODQGH[FOXGHVFRQWUDFWDVVHWV7KH*URXSDOZD\VPHDVXUHVDQDOORZDQFHIRUGRXEWIXODFFRXQWVWKDWUHVXOW
IURPWUDQVDFWLRQVWKDWDUHZLWKLQWKHVFRSHRI,)56HTXDOWRWKHFUHGLWORVVHVH[SHFWHGRYHUWKHOLIHWLPHRIWKHWUDGH
UHFHLYDEOHV7KHVHHVWLPDWHVDUHEDVHGRQVSHFLILFLQGLFDWRUVVXFKDVWKHDJHLQJRIFXVWRPHUEDODQFHVVSHFLILFFUHGLW
FLUFXPVWDQFHVDQGWKH*URXS¶VKLVWRULFDOORVVUDWHVIRUHDFKFDWHJRU\RIFXVWRPHUVDQGDGMXVWHGIRUIRUZDUGORRNLQJ
PDFURHFRQRPLFGDWD:KLOHWKH*URXSPHDVXUHVDQDOORZDQFHIRUGRXEWIXODFFRXQWVWKDWUHVXOWIURPWUDQVDFWLRQVWKDW
DUHQRWZLWKLQWKHVFRSHRI,)56HTXDOWRPRQWKVH[SHFWHGFUHGLWORVVHVZKHQWKHFUHGLWULVNIRUWKHVHDFFRXQWV
KDVQRWLQFUHDVHGVLJQLILFDQWO\VLQFHLQLWLDOUHFRJQLWLRQ
([SHQVHVIRUGRXEWIXOWUDGHUHFHLYDEOHVDUHUHFRJQL]HGZLWKLQPDUNHWLQJDQGGLVWULEXWLRQH[SHQVHV7UDGHGLVFRXQWV
FDVKGLVFRXQWVYROXPHUHEDWHVDQGVLPLODUDOORZDQFHVDUHUHFRUGHGRQDQDFFUXDOEDVLVFRQVLVWHQWZLWKWKHUHFRJQLWLRQ
RI  WKH  UHODWHG  VDOHV  XVLQJ  HVWLPDWHV  EDVHG  RQ  H[LVWLQJ  FRQWUDFWXDO  REOLJDWLRQV  KLVWRULFDO  WUHQGV  DQG  WKH  *URXS¶V
H[SHULHQFH$FFRXQWVUHFHLYDEOHDUHZULWWHQRII HLWKHUSDUWLDOO\RULQIXOO ZKHQWKHUHLVQRUHDVRQDEOHH[SHFWDWLRQRI
UHFRYHU\:KHUHUHFHLYDEOHVKDYHEHHQZULWWHQRIIWKH*URXSFRQWLQXHVWRHQJDJHLQHQIRUFHPHQWDFWLYLWLHVWRDWWHPSWWR
UHFRYHUWKHUHFHLYDEOHGXH:KHUHUHFRYHULHVDUHPDGHWKHVHDUHUHFRJQL]HGLQSURILWRUORVV
&DVKDQGFDVKHTXLYDOHQWV
&DVKDQGFDVKHTXLYDOHQWVLQFOXGHFDVKRQKDQGDQGWLPHFDOODQGFXUUHQWEDODQFHVZLWKEDQNVDQGVLPLODULQVWLWXWLRQV
6XFKEDODQFHVDUHRQO\UHSRUWHGDVFDVKHTXLYDOHQWVLIWKH\DUHUHDGLO\FRQYHUWLEOHWRNQRZQDPRXQWVRIFDVKDUHVXEMHFW
WR  LQVLJQLILFDQW  ULVN  RI  FKDQJHV  LQ  WKHLU  IDLU  YDOXH  DQG  KDYH  D  PDWXULW\  RI  WKUHH  PRQWKV  RU  OHVV  IURP  WKH  GDWH  RI
DFTXLVLWLRQ
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3URYLVLRQVDQGFRQWLQJHQFLHV
3URYLVLRQVDUHUHFRJQL]HGZKHUHDOHJDORUFRQVWUXFWLYHREOLJDWLRQKDVEHHQLQFXUUHGZKLFKZLOOSUREDEO\OHDGWRDQ
RXWIORZRIUHVRXUFHVWKDWFDQEHUHOLDEO\HVWLPDWHG,QSDUWLFXODUUHVWUXFWXULQJSURYLVLRQVDUHUHFRJQL]HGZKHQWKH
*URXSKDVDGHWDLOHGIRUPDOSODQWKDWKDVHLWKHUFRPPHQFHGLPSOHPHQWDWLRQRUKDVEHHQDQQRXQFHG3URYLVLRQVDUH
UHFRUGHGIRUWKHHVWLPDWHGXOWLPDWHOLDELOLW\WKDWLVH[SHFWHG WRDULVHDQGDUHGLVFRXQWHGZKHQWKHWLPHYDOXHRIPRQH\LV
PDWHULDO$FRQWLQJHQWOLDELOLW\LVGLVFORVHGZKHUHWKHH[LVWHQFHRIWKHREOLJDWLRQZLOORQO\EHFRQILUPHGE\IXWXUHHYHQWV
RU  ZKHUH  WKH  DPRXQW  RI  WKH  REOLJDWLRQ  FDQQRW  EH  PHDVXUHG  ZLWK  UHDVRQDEOH  UHOLDELOLW\  &RQWLQJHQW  DVVHWV  DUH  QRW
UHFRJQL]HGEXWDUHGLVFORVHGZKHUHDQLQIORZRIHFRQRPLFEHQHILWVLVSUREDEOH
)DLUYDOXHV
)DLUYDOXHLVWKHSULFHWKDWZRXOGEHUHFHLYHGWRVHOODQDVVHWRUSDLGWRWUDQVIHUDOLDELOLW\LQDQRUGHUO\WUDQVDFWLRQ
EHWZHHQPDUNHWSDUWLFLSDQWVDWWKHPHDVXUHPHQWGDWH,WLVGHWHUPLQHGE\UHIHUHQFHWRTXRWHGPDUNHWSULFHVRUE\WKHXVH
RIHVWDEOLVKHGYDOXDWLRQWHFKQLTXHVVXFKDVRSWLRQSULFLQJPRGHOVDQGWKHGLVFRXQWHGFDVKIORZPHWKRGLITXRWHGSULFHV
LQDQDFWLYHPDUNHWDUHQRWDYDLODEOH
)LQDQFLDOLQVWUXPHQWV
7KH*URXSFODVVLILHVLWVILQDQFLDODVVHWVZLWKWKHH[FHSWLRQRIGHULYDWLYHVLQWKHIROORZLQJPHDVXUHPHQWFDWHJRULHV
DPRUWL]HGFRVWIDLUYDOXHWKURXJK2&,DQGIDLUYDOXHWKURXJKSURILWRUORVV
7KHFODVVLILFDWLRQGHSHQGVRQWKH*URXS¶VEXVLQHVVPRGHOIRUPDQDJLQJWKHILQDQFLDODVVHWVDQGWKHFRQWUDFWXDOWHUPVRI
WKHFDVKIORZV7KH*URXSUHFODVVLILHVGHEWVHFXULWLHVDQGILQDQFLDODVVHWVPHDVXUHGDWDPRUWL]HGFRVWZKHQDQGRQO\
ZKHQLWVEXVLQHVVPRGHOIRUPDQDJLQJWKRVHDVVHWVFKDQJHV
$WLQLWLDOUHFRJQLWLRQWKH*URXSPHDVXUHVDILQDQFLDODVVHWDWLWVIDLUYDOXHH[FOXGLQJWUDGHUHFHLYDEOHVDWWUDQVDFWLRQ
SULFHLILWGRHVQRWFRQWDLQDVLJQLILFDQWILQDQFLQJFRPSRQHQW,QWKHFDVHRIDILQDQFLDODVVHWQRWDWIDLUYDOXHWKURXJK
SURILWRUORVVWUDQVDFWLRQFRVWVWKDWDUHGLUHFWO\DWWULEXWDEOHWRWKHDFTXLVLWLRQRIWKHILQDQFLDODVVHWDUHDGGHGWRWKHIDLU
YDOXH7UDQVDFWLRQFRVWVRIILQDQFLDODVVHWVFDUULHGDWIDLUYDOXHWKURXJKSURILWRUORVVDUHH[SHQVHGLQSURILWRUORVV
)LQDQFLDODVVHWVPHDVXUHGDWDPRUWL]HGFRVW$VVHWVWKDWDUHKHOGIRUFROOHFWLRQRIFRQWUDFWXDOFDVKIORZVZKHUHWKRVH
FDVKIORZVUHSUHVHQWVROHO\SD\PHQWVRISULQFLSDODQGLQWHUHVW DUHPHDVXUHGDWDPRUWL]HGFRVW$JDLQRUORVVRQDGHEW
VHFXULW\WKDWLVVXEVHTXHQWO\PHDVXUHGDWDPRUWL]HGFRVWDQGLVQRWSDUWRIDKHGJLQJUHODWLRQVKLSLVUHFRJQL]HGLQSURILW
RUORVVZKHQWKHDVVHWLVGHUHFRJQL]HGRULPSDLUHG,QWHUHVWLQFRPHIURPWKHVHILQDQFLDODVVHWVLVLQFOXGHGLQRWKHU
ILQDQFLDO  LQFRPH  XVLQJ  WKH  HIIHFWLYH  LQWHUHVW  UDWH  PHWKRG  )LQDQFLDO  DVVHWV  PHDVXUHG  DW  DPRUWL]HG  FRVW  DUH  PDLQO\
FRPSULVHGRIDFFRXQWVUHFHLYDEOHFDVKDQGFDVKHTXLYDOHQWVDQG
G WLPHDFFRXQWVRYHUWKUHHPRQWKV
)LQDQFLDO  DVVHWV  PHDVXUHG  DW  IDLU  YDOXH  WKURXJK  RWKHU  FRPSUHKHQVLYH  LQFRPH  IDLU  YDOXH  WKURXJK  2&,   7KHVH  DUH
ILQDQFLDODVVHWVWKDWDUHKHOGIRUFROOHFWLRQRIFRQWUDFWXDOFDVKIORZVDQGIRUVHOOLQJWKHILQDQFLDODVVHWVZKHUHWKHDVVHWV¶
FDVKIORZVUHSUHVHQWVROHO\SD\PHQWVRISULQFLSDODQGLQWHUHVW7KHVHDVVHWVDUHLQLWLDOO\UHFRUGHGDQGVXEVHTXHQWO\
FDUULHGDWIDLUYDOXH&KDQJHVLQWKHIDLUYDOXHDUHUHFRUGHGLQRWKHUFRPSUHKHQVLYHLQFRPHH[FHSWIRUWKHUHFRJQLWLRQRI
LPSDLUPHQWJDLQVRUORVVHVLQWHUHVWUHYHQXHDQGIRUHLJQH[FKDQJHJDLQVDQGORVVHVZKLFKDUHUHFRJQL]HGLQSURILWDQG
ORVV:KHQWKHILQDQFLDODVVHWLVGHUHFRJQL]HGWKHFXPXODWLYH JDLQRUORVVSUHYLRXVO\UHFRJQL]HGLQ2&,LVUHFODVVLILHG
IURPHTXLW\WRSURILWRUORVV,QWHUHVWLQFRPHIURPWKHVHILQDQFLDODVVHWVLVLQFOXGHGLQRWKHUILQDQFLDOLQFRPHXVLQJWKH
HIIHFWLYHLQWHUHVWUDWHPHWKRG)LQDQFLDODVVHWVPHDVXUHGDWIDLUYDOXHWKURXJKRWKHUFRPSUHKHQVLYHLQFRPHDUHPDLQO\
FRPSULVHGRIPRQH\PDUNHWLQVWUXPHQWV
(TXLW\LQVWUXPHQWVPHDVXUHGDWIDLUYDOXHWKURXJKRWKHUFRPSUHKHQVLYHLQFRPH IDLUYDOXHWKURXJK2&, 7KHVHDUH
HTXLW\LQVWUXPHQWVPHDVXUHGDWIDLUYDOXHWKURXJK2&,IRUZKLFKDQLUUHYRFDEOHHOHFWLRQDWLQLWLDOUHFRJQLWLRQKDVEHHQ
PDGHWRSUHVHQWVXEVHTXHQWFKDQJHVLQIDLUYDOXHLQRWKHUFRPSUHKHQVLYHLQFRPH'LYLGHQGVDUHUHFRJQL]HGDVRWKHU
ILQDQFLDOLQFRPHLQSURILWRUORVV2WKHUQHWJDLQVDQGORVVHV DUHUHFRJQL]HGLQ2&,DQGDUHQHYHUUHFODVVLILHGWRSURILWRU
ORVV:KHQWKHLQVWUXPHQWVDUHGHUHFRJQL]HGWKHFXPXODWLYHDPRXQWRIRWKHUFRPSUHKHQVLYHLQFRPHLVWUDQVIHUUHGWR
UHWDLQHGHDUQLQJV
)LQDQFLDODVVHWVPHDVXUHGDWIDLUYDOXHWKURXJKSURILWRUORVV7KHVHDUHILQDQFLDODVVHWVZKRVHSHUIRUPDQFHLVHYDOXDWHG
RQDIDLUYDOXHEDVLV$JDLQRUORVVRQDILQDQFLDODVVHWWKDWLVVXEVHTXHQWO\PHDVXUHGDWIDLUYDOXHWKURXJKSURILWRUORVV
DQGLVQRWSDUWRIDKHGJLQJUHODWLRQVKLSLVUHFRJQL]HGLQSURILWRUORVVDQGSUHVHQWHGZLWKLQRWKHUILQDQFLDOLQFRPH
I
H[SHQVH  LQ  WKH  SHULRG  LQ  ZKLFK  LW  DULVHV  )DLU  YDOXH  WKURXJK SURILW  RU  ORVV  DVVHWV  DUH  PDLQO\  FRPSULVHG  RI  GHEW
LQVWUXPHQWV
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7KH*URXSFODVVLILHVLWVILQDQFLDOOLDELOLWLHVDVPHDVXUHGDWDPRUWL]HGFRVWH[FHSWIRUGHULYDWLYHV)LQDQFLDOOLDELOLWLHVDUH
LQLWLDOO\UHFRUGHGDWIDLUYDOXHOHVVWUDQVDFWLRQFRVWVDQGVXEVHTXHQWO\FDUULHGDWDPRUWL]HGFRVWXVLQJWKHHIIHFWLYH
LQWHUHVWUDWHPHWKRG)LQDQFLDOOLDELOLWLHVDUHPDLQO\FRPSULVHGRIWUDGHSD\DEOHV
'HULYDWLYHILQDQFLDOLQVWUXPHQWVWKDWDUHXVHGWRPDQDJHWKHH[SRVXUHVWRIRUHLJQFXUUHQF\H[FKDQJHUDWHIOXFWXDWLRQV
DUHLQLWLDOO\UHFRUGHGDQGVXEVHTXHQWO\FDUULHGDWIDLUYDOXH$SDUWIURPWKRVHGHULYDWLYHVGHVLJQDWHGDVTXDOLI\LQJFDVK
IORZKHGJLQJLQVWUXPHQWVDOOFKDQJHVLQIDLUYDOXHDUHUHFRUGHGDVRWKHUILQDQFLDOLQFRPH H[SHQVH 
'HUHFRJQLWLRQRIILQDQFLDOLQVWUXPHQWV
$ILQDQFLDODVVHWLVGHUHFRJQL]HGZKHQWKHFRQWUDFWXDOULJKWVWRWKHFDVKIORZVIURPWKHDVVHWH[SLUHRUZKHQWKH*URXS
WUDQVIHUVWKHULJKWVWRUHFHLYHWKHFRQWUDFWXDOFDVKIORZVIURPWKHILQDQFLDODVVHWVLQDWUDQVDFWLRQLQZKLFKVXEVWDQWLDOO\
DOOWKHULVNVDQGUHZDUGVRIRZQHUVKLSRIWKHILQDQFLDODVVHWDUHWUDQVIHUUHG$ILQDQFLDOOLDELOLW\LVGHUHFRJQL]HGZKHQ
WKHFRQWUDFWXDOREOLJDWLRQVDUHGLVFKDUJHGFDQFHOOHGRUH[SLUH
,PSDLUPHQWRIILQDQFLDODVVHWV
7KH*URXSUHFRJQL]HVORVVDOORZDQFHVIRUH[SHFWHGFUHGLWORVVHV µ(&/¶ IRUILQDQFLDODVVHWVPHDVXUHGDWDPRUWL]HGFRVW
DQGGHEWVHFXULWLHVPHDVXUHGDWIDLUYDOXHWKURXJK2&,
7KH*URXSDOZD\VPHDVXUHVORVVDOORZDQFHVWKDWUHVXOWIURPWUDQVDFWLRQVWKDWDUHZLWKLQWKHVFRSHRI,)56HTXDOWR
WKHFUHGLWORVVHVH[SHFWHGRYHUWKHOLIHWLPHRIWKHWUDGHUHFHLYDEOHV
7KH*URXSPHDVXUHVORVVDOORZDQFHVDWDQDPRXQWHTXDOWRPRQWKH[SHFWHGFUHGLWORVVHVIRULWVGHEWVHFXULWLHV
FDUULHGDWIDLUYDOXHWKURXJK2&,DQGDWDPRUWL]HGFRVW ZKHQWKHFUHGLWULVNIRUWKHVHDFFRXQWVKDVQRWLQFUHDVHG
VLJQLILFDQWO\VLQFHLQLWLDOUHFRJQLWLRQDWWKHUHSRUWLQJGDWH7KH*URXSFRQVLGHUVDGHEWLQYHVWPHQWWRKDYHORZFUHGLWULVN
ZKHQ  WKHLU  FUHGLW  ULVN  UDWLQJ  LV  HTXLYDOHQW  WR  WKH  JOREDOO\  XQGHUVWRRG  GHILQLWLRQ  RI  µLQYHVWPHQW  JUDGH¶  7KH  *URXS
FRQVLGHUVWKLVWREHDWOHDVW%DDIURP0RRG\¶VDQG%%%IURP6 3
7KH*URXSPHDVXUHVWKHDOORZDQFHVIRUGRXEWIXODFFRXQWDWDQDPRXQWHTXDOWROLIHWLPH(&/IRULWVGHEWLQYHVWPHQWVDW
IDLU  YDOXH  WKURXJK  2&,  DQG  DW  DPRUWL]HG  FRVW  RQ  ZKLFK  FUHGLW  ULVN  KDV  LQFUHDVHG  VLJQLILFDQWO\  VLQFH  WKHLU  LQLWLDO
UHFRJQLWLRQ7KH*URXSDVVXPHVWKDWWKHFUHGLWULVNRQDILQDQFLDODVVHWKDVLQFUHDVHGVLJQLILFDQWO\LILWLVPRUHWKDQ
GD\VSDVWGXH
7KH*URXSFRQVLGHUVDILQDQFLDODVVHWWREHLQGHIDXOWZKHQWKHFRXQWHUSDUW\LVXQOLNHO\WRSD\LWVREOLJDWLRQVWRWKH
*URXSLQIXOO,QDVVHVVLQJZKHWKHUDFRXQWHUSDUW\LVLQGHIDXOWWKH*URXSFRQVLGHUVERWKTXDOLWDWLYHDQGTXDQWLWDWLYH
LQGLFDWRUV  WKDW  DUH  EDVHG  RQ  GDWD  GHYHORSHG  LQWHUQDOO\  DQG  IRU  FHUWDLQ  ILQDQFLDO  DVVHWV  DOVR  REWDLQHG  IURP  H[WHUQDO
VRXUFHV
)LQDQFLDODVVHWVDUHZULWWHQRII HLWKHUSDUWLDOO\RULQIXOO ZKHQWKHUHLVQRUHDOLVWLFSURVSHFWRIUHFRYHU\7KLVLV
JHQHUDOO\WKHFDVHZKHQWKH*URXSGHWHUPLQHVWKDWWKHFXVWRPHUGRHVQRWKDYHDVVHWVRUVRXUFHVRILQFRPHWKDWFRXOG
JHQHUDWHVXIILFLHQWFDVKIORZVWRUHSD\WKHDPRXQWVVXEMHFWWR WKHZULWHRII+RZHYHUILQDQFLDODVVHWVWKDWDUHZULWWHQRII
DUHVWLOOVXEMHFWWRHQIRUFHPHQWDFWLYLWLHVLQRUGHUWRFRPSO\ZLWKWKH*URXS¶VSROLF\IRUUHFRYHU\RIDPRXQWVGXH
+HGJHDFFRXQWLQJ
7KH  *URXS  XVHV  GHULYDWLYHV  WR  PDQDJH  LWV  H[SRVXUHV  WR  IRUHLJQ  FXUUHQF\  ULVN  7KH  LQVWUXPHQWV  XVHG  PD\  LQFOXGH
IRUZDUGVFRQWUDFWV7KH*URXSJHQHUDOO\OLPLWVWKHXVHRIKHGJHDFFRXQWLQJWRFHUWDLQVLJQLILFDQWWUDQVDFWLRQV7RTXDOLI\
IRUKHGJHDFFRXQWLQJWKHKHGJLQJUHODWLRQVKLSPXVWPHHWVHYHUDOVWULFWFRQGLWLRQVRQGRFXPHQWDWLRQSUREDELOLW\RI
RFFXUUHQFHKHGJHHIIHFWLYHQHVVDQGUHOLDELOLW\RIPHDVXUHPHQW:KLOHPDQ\RIWKHVHWUDQVDFWLRQVFDQEHFRQVLGHUHGDV
KHGJHVLQHFRQRPLFWHUPVLIWKHUHTXLUHGFRQGLWLRQVDUHQRWPHWWKHQWKHUHODWLRQVKLSGRHVQRWTXDOLI\IRUKHGJH
DFFRXQWLQJ,QWKLVFDVHWKHKHGJLQJLQVWUXPHQWDQGWKHKHGJHGLWHPDUHUHSRUWHGLQGHSHQGHQWO\DVLIWKHUHZHUHQR
KHGJLQJUHODWLRQVKLSZKLFKPHDQVWKDWDQ\GHULYDWLYHVDUHUHSRUWHGDWIDLUYDOXHZLWKFKDQJHVLQIDLUYDOXHLQFOXGHGLQ
RWKHUILQDQFLDOLQFRPH H[SHQVH 
$VWKH*URXSPD\FRQWLQXHWRDSSO\WKHKHGJHDFFRXQWLQJUHTXLUHPHQWVRI,$6LQVWHDGRIWKRVHLQ,)56DWWKH
LQLWLDODSSOLFDWLRQRI,)56WKH*URXSKDVFKRVHQWRFRQWLQXHWRDSSO\WKHKHGJHDFFRXQWLQJUHTXLUHPHQWVRI,$6
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$  FDVK  IORZ  KHGJH  LV  D  KHGJH  RI  WKH  H[SRVXUH  WR  YDULDELOLW\  LQ FDVK  IORZV  WKDW  LV  DWWULEXWDEOH  WR  D  SDUWLFXODU  ULVN
DVVRFLDWHGZLWKDUHFRJQL]HGDVVHWRUOLDELOLW\RUDKLJKO\SUREDEOHIRUHFDVWWUDQVDFWLRQDQGFRXOGDIIHFWSURILWRUORVV
7KHKHGJLQJLQVWUXPHQWLVUHFRUGHGDWIDLUYDOXH7KHHIIHFWLYHSRUWLRQRIWKHKHGJHLVLQFOXGHGLQRWKHUFRPSUHKHQVLYH
LQFRPHDQGDQ\LQHIIHFWLYHSRUWLRQLVUHSRUWHGLQRWKHUILQDQFLDOLQFRPH H[SHQVH ,IWKHKHGJLQJUHODWLRQVKLSLVWKH
KHGJHRIWKHIRUHLJQFXUUHQF\ULVNRIDILUPFRPPLWPHQWRUKLJKO\SUREDEOHWUDQVDFWLRQZKHQWKDWWUDQVDFWLRQUHVXOWVLQ
WKHUHFRJQLWLRQRIDQRQILQDQFLDOLWHPWKHFXPXODWLYHFKDQJHVLQWKHIDLUYDOXHRIWKHKHGJLQJLQVWUXPHQWWKDWKDYH
EHHQUHFRUGHGLQRWKHUFRPSUHKHQVLYHLQFRPHDUHLQFOXGHGLQWKHLQLWLDOFDUU\LQJYDOXHRIWKHQRQILQDQFLDOLWHPDWWKH
GDWHRIUHFRJQLWLRQRURWKHUZLVHLQFOXGHGLQSURILWRUORVVZKHQWKHKHGJHGWUDQVDFWLRQDIIHFWVQHWLQFRPH
)RURWKHUKHGJHGIRUHFDVWHGFDVKIORZVWKHFXPXODWLYHFKDQJHVLQWKHIDLUYDOXHRIWKHKHGJLQJLQVWUXPHQWWKDWKDYH
EHHQUHFRUGHGLQRWKHUFRPSUHKHQVLYHLQFRPHDUHLQFOXGHGLQRWKHUILQDQFLDOLQFRPH H[SHQVH ZKHQWKHIRUHFDVWHG
WUDQVDFWLRQDIIHFWVQHWLQFRPH
7D[DWLRQ
,QFRPHWD[HVLQFOXGHDOOWD[HVEDVHGXSRQWKHWD[DEOHSURILWVRIWKH*URXS2WKHUWD[HVQRWEDVHGRQLQFRPHVXFKDV
SURSHUW\DQGFDSLWDOWD[HVDUHLQFOXGHGLQWKHDSSURSULDWHKHDGLQJZLWKLQWKHRSHUDWLQJUHVXOWV
/LDELOLWLHVIRULQFRPHWD[HVZKLFKFRXOGDULVHRQWKHUHPLWWDQFHRIUHWDLQHGHDUQLQJVSULQFLSDOO\UHODWLQJWRVXEVLGLDULHV
DUHRQO\UHFRJQL]HGZKHUHLWLVSUREDEOHWKDWVXFKHDUQLQJVZLOOEHUHPLWWHGLQWKHIRUHVHHDEOHIXWXUH:KHUHWKHDPRXQW
RIWD[OLDELOLWLHVLVXQFHUWDLQDFFUXDOVDUHUHFRUGHGZLWKLQLQFRPHWD[OLDELOLWLHVIRUPDQDJHPHQW¶VEHVWHVWLPDWHRIWKH
XOWLPDWHOLDELOLW\WKDWLVH[SHFWHGWRDULVHEDVHGRQWKHVSHFLILFFLUFXPVWDQFHVDQGWKH*URXS¶VKLVWRULFDOH[SHULHQFH
'HIHUUHGWD[DVVHWVDQGOLDELOLWLHVDUHUHFRJQL]HGRQWHPSRUDU\GLIIHUHQFHVEHWZHHQWKHWD[EDVHVRIDVVHWVDQGOLDELOLWLHV
DQGWKHLUFDUU\LQJYDOXHV'HIHUUHGWD[DVVHWVDUHUHFRJQL]HGWRWKHH[WHQWWKDWLWLVSUREDEOHWKDWIXWXUHWD[DEOHSURILWZLOO
EHDYDLODEOHDJDLQVWZKLFKWKHXQXVHGWD[ORVVHVFDQEHXWLOL]HG
&XUUHQWDQGGHIHUUHGWD[DVVHWVDQGOLDELOLWLHVDUHRIIVHWZKHQWKHLQFRPHWD[HVDUHOHYLHGE\WKHVDPHWD[DWLRQDXWKRULW\
DQGZKHQWKHUHLVDOHJDOO\HQIRUFHDEOHULJKWWRRIIVHWWKHP'HIHUUHGWD[HVDUHGHWHUPLQHGEDVHGRQWKHFXUUHQWO\
HQDFWHGWD[UDWHVDSSOLFDEOHLQHDFKWD[MXULVGLFWLRQZKHUHWKH*URXSRSHUDWHV
2ZQHTXLW\LQVWUXPHQWV
7KH*URXS¶VKROGLQJVLQLWVRZQHTXLW\LQVWUXPHQWVDUHUHFRUGHGDVDGHGXFWLRQIURPHTXLW\7KHRULJLQDOSXUFKDVHFRVW
FRQVLGHUDWLRQUHFHLYHGIRUVXEVHTXHQWUHVDOHRIWKHVHHTXLW\LQVWUXPHQWVDQGRWKHUPRYHPHQWVDUHUHSRUWHGDVFKDQJHVLQ
HTXLW\7KHH[HUFLVHRIVWRFNDFTXLVLWLRQULJKWVJUDQWHGWRGLUHFWRUVDQGFHUWDLQHPSOR\HHVZLOOUHVXOWLQWKHDOORWPHQW
IURPRZQHTXLW\LQVWUXPHQWV
 6LJQLILFDQWDFFRXQWLQJSROLFLHV
7KH*URXSDSSOLHVWKHVDPHVLJQLILFDQWDFFRXQWLQJSROLFLHVWKDWDUHXVHGIRUWKHSUHYLRXVILVFDO\HDUWRWKH&RQVROLGDWHG
)LQDQFLDO6WDWHPHQWVH[FHSWIRUWKRVHVWDWHGLQ  &KDQJHVLQDFFRXQWLQJSROLFLHVEHORZ
 &KDQJHVLQDFFRXQWLQJSROLFLHV
7KH*URXSKDVDGRSWHG,)56µ/HDVHV¶LQFOXGLQJDQ\FRQVHTXHQWLDODPHQGPHQWVWRRWKHUVWDQGDUGVHIIHFWLYH-DQXDU\
7KHQDWXUHDQGWKHHIIHFWVRIWKHFKDQJHVIURPLPSOHPHQWLQJ,)56µ/HDVHV¶PRVWUHOHYDQWWRWKH*URXS¶V
&RQVROLGDWHG)LQDQFLDO6WDWHPHQWVDUHJLYHQEHORZ
,)56µ/HDVHV¶
(IIHFWLYH-DQXDU\WKH*URXSKDVLPSOHPHQWHG,)56µ/HDVHV¶,)56UHSODFHVH[LVWLQJOHDVHVJXLGDQFH
LQFOXGLQJ,$6µ/HDVHV¶DQGVHWVRXWWKHSULQFLSOHVIRUUHFRJQLWLRQDQGPHDVXUHPHQWRIOHDVHV7KHQHZVWDQGDUG
UHVXOWVLQDQLQFUHDVHGYROXPHRIGLVFORVXUHLQIRUPDWLRQLQWKHFRQVROLGDWHGILQDQFLDOVWDWHPHQWV7KHPDLQHIIHFWRQWKH
*URXSLVWKDW,)56LQWURGXFHVDVLQJOHRQEDODQFHVKHHWOHDVHDFFRXQWLQJPRGHOIRUOHVVHHV,WUHTXLUHVDOHVVHHWR
UHFRJQL]HDVVHWVDQGOLDELOLWLHVIRULWVOHDVHVXQOHVVSUDFWLFDOH[SHGLHQWVDUHDSSOLHGIRUWKHUHFRJQLWLRQH[HPSWLRQ$VD
UHVXOWOHDVHGDVVHWVLQFOXGLQJULJKWRIXVHDVVHWVOHDVHUHFHLYDEOHVDQGRWKHUDVVHWVWRWDOLQJPLOOLRQDQGOHDVH
OLDELOLWLHVWRWDOLQJPLOOLRQKDYHEHHQUHFRUGHGRQWKHEDODQFHVKHHWDW-DQXDU\
7KHDSSOLFDWLRQRIWKHQHZVWDQGDUGUHVXOWVLQWKHLQWHUHVWHOHPHQWRIZKDWZDVSUHYLRXVO\UHSRUWHGDVRSHUDWLQJOHDVH
FRVWVEHLQJUHFRUGHGDVLQWHUHVWH[SHQVHV*LYHQWKHOHDVHVLQYROYHGDQGWKHFXUUHQWORZLQWHUHVWUDWHHQYLURQPHQWWKLV
HIIHFWLVQRWPDWHULDOWRWKH*URXS
7KHPDLQLPSDFWRIWKHQHZVWDQGDUGRQWKHVWDWHPHQWRIFDVKIORZVLVWKDWFDVKIORZVLQUHVSHFWRIOHDVHVSUHYLRXVO\
UHSRUWHGDVRSHUDWLQJOHDVHVDUHUHSRUWHGDVSDUWRIFDVKIORZVIURPILQDQFLQJDFWLYLWLHVH[FHSWIRUVKRUWWHUPOHDVH
SD\PHQWVSD\PHQWVIRUOHDVHVRIORZYDOXHDVVHWVDQGYDULDEOH OHDVHSD\PHQWVQRWLQFOXGHGLQWKHPHDVXUHPHQWRIWKH
OHDVHOLDELOLW\IURP-DQXDU\3UHYLRXVO\WKHVHZHUHLQFOXGHGZLWKLQFDVKIORZVIURPRSHUDWLQJDFWLYLWLHV
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7UDQVLWLRQDSSURDFK
7KH*URXSKDVDSSOLHGWKHFXPXODWLYHFDWFKXSPHWKRGIRUWKHWUDQVLWLRQ7KHUHIRUHWKHFXPXODWLYHHIIHFWRIDGRSWLQJ
,)56KDVEHHQUHFRJQL]HGDVDQDGMXVWPHQWWROHDVHGDVVHWVLQFOXGLQJULJKWRIXVHDVVHWVOHDVHUHFHLYDEOHVDQGRWKHU
DVVHWVWRWDOLQJPLOOLRQDQGOHDVHOLDELOLWLHVWRWDOLQJPLOOLRQDW-DQXDU\ZLWKQRUHVWDWHPHQWRI
FRPSDUDWLYHLQIRUPDWLRQ7KHUHLVQRLPSDFWRQWKHRSHQLQJEDODQFHRIUHWDLQHGHDUQLQJVDWWKHGDWHRILQLWLDODSSOLFDWLRQ
EHFDXVHWKH*URXSPHDVXUHVULJKWRIXVHDVVHWVDWDQDPRXQWHTXDOWRWKHOHDVHOLDELOLW\+RZHYHUWKH*URXSKDV
DGMXVWHGWKHOHDVHOLDELOLW\E\WKHDPRXQWRIDQ\SUHSDLGRUDFFUXHGOHDVHSD\PHQWVUHODWLQJWRWKDWOHDVHUHFRJQL]HGRQ
WKHEDODQFHVKHHWLPPHGLDWHO\EHIRUHWKHGDWHRILQLWLDODSSOLFDWLRQ([FHSWIRUWKLVDGMXVWPHQWWKHUHLVQRPDWHULDO
LPSDFWRQWKH*URXS¶VSHUIRUPDQFHRUILQDQFLDOSRVLWLRQIURPWKHDSSOLFDWLRQRIWKLVVWDQGDUG
6RPHSUDFWLFDOH[SHGLHQWVSHUPLWWHGE\WKHVWDQGDUGDUHXVHGQRWDEO\WRQRWUHDVVHVVXSRQWUDQVLWLRQZKHWKHUDQH[LVWLQJ
FRQWUDFWFRQWDLQVDOHDVHDQGWKHUHFRJQLWLRQH[HPSWLRQVIRUVKRUWWHUPOHDVHVDQGOHDVHVRIORZYDOXHDVVHWV
3UHVHQWDWLRQDOFKDQJHV
$VDUHVXOWRILPSOHPHQWLQJ,)56WKH*URXSKDVPDGHDQXPEHURISUHVHQWDWLRQDOFKDQJHVLQQRWDEO\WR
SUHVHQWµ5LJKWRIXVHDVVHWV¶DVDVHSDUDWHOLQHLWHPLQWKHEDODQFHVKHHWDQGWRLQFOXGHOHDVHOLDELOLWLHVLQRWKHUFXUUHQW
OLDELOLWLHVDQGRWKHUQRQFXUUHQWOLDELOLWLHV
 )XWXUHQHZDQGUHYLVHGVWDQGDUGV
7KH*URXSLVFXUUHQWO\DVVHVVLQJWKHSRWHQWLDOLPSDFWVRIQHZVWDQGDUGVDQGLQWHUSUHWDWLRQVWKDWZLOOEHHIIHFWLYHIURP
-DQXDU\DQGEH\RQG%DVHGRQWKHDQDO\VLVWRGDWHWKH *URXSGRHVQRWDQWLFLSDWHWKDWWKHVHZLOOKDYHDPDWHULDO
LPSDFWRQWKH*URXS¶VRYHUDOOUHVXOWVDQGILQDQFLDOSRVLWLRQ
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2SHUDWLQJVHJPHQWLQIRUPDWLRQ
7KH*URXSKDVDVLQJOHEXVLQHVVRISKDUPDFHXWLFDOVDQGGRHVQRWKDYHPXOWLSOHRSHUDWLQJVHJPHQWV7KH*URXS¶V
SKDUPDFHXWLFDOVEXVLQHVVFRQVLVWVRIWKHUHVHDUFKDQGGHYHORSPHQWRIQHZSUHVFULSWLRQPHGLFLQHVDQGWKHVXEVHTXHQW
PDQXIDFWXULQJPDUNHWLQJDQGGLVWULEXWLRQDFWLYLWLHV7KHVHIXQFWLRQDODFWLYLWLHVDUHLQWHJUDWHGDQGPDQDJHGHIIHFWLYHO\

,QIRUPDWLRQRQUHYHQXHVE\JHRJUDSKLFDODUHDLQPLOOLRQVRI\HQ

6DOHV
-DSDQ
2YHUVHDV
RIZKLFK6ZLW]HUODQG
7RWDO



5R\DOWLHVDQGRWKHU
RSHUDWLQJLQFRPH

5R\DOWLHVDQGRWKHU
RSHUDWLQJLQFRPH

6DOHV

























,QIRUPDWLRQRQUHYHQXHVE\PDMRUFXVWRPHUVLQPLOOLRQVRI\HQ




5HYHQXHV

5HYHQXHV

)+RIIPDQQ/D5RFKH/WG
$OIUHVD&RUSRUDWLRQ
0HGLFHR&RUSRUDWLRQ









5HYHQXH
'LVDJJUHJDWHGUHYHQXHLQIRUPDWLRQLQPLOOLRQVRI\HQ

5HYHQXHIURP
5HYHQXHIURP
FRQWUDFWVZLWK
RWKHUVRXUFHV
FXVWRPHUV
6DOHV
-DSDQ
2YHUVHDV
5R\DOWLHVDQGRWKHURSHUDWLQJLQFRPH
5R\DOW\DQGSURILWVKDULQJLQFRPH
2WKHURSHUDWLQJLQFRPH
















7RWDO







5HYHQXHIURP
5HYHQXHIURP
FRQWUDFWVZLWK
RWKHUVRXUFHV
FXVWRPHUV














7RWDO







7KHUHYHQXHIURPRWKHUVRXUFHVSULPDULO\UHODWHVWRFROODERUDWLRQLQFRPHIRUZKLFKWKHFRXQWHUSDUW\LVQRWFRQVLGHUHGD
FXVWRPHUVXFKDVLQFRPHIURPSURILWVKDULQJDUUDQJHPHQWVDQGWKHJDLQVRUORVVHVIURPKHGJLQJDFWLYLWLHV
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&RQWUDFWEDODQFHV LQPLOOLRQVRI\HQ
'HFHPEHU
5HFHLYDEOHVFRQWUDFWVZLWKFXVWRPHUV
$FFRXQWVUHFHLYDEOH
2WKHUFXUUHQWUHFHLYDEOHV
&RQWUDFWDVVHWV
&RQWUDFWOLDELOLWLHV

-DQXDU\












&RQWUDFWDVVHWVJHQHUDOO\LQFUHDVHZKHQWKH*URXSWUDQVIHUVJRRGVRUVHUYLFHVWRDFXVWRPHU
U H[FOXGLQJFODLPVIRUZKLFK
WKHULJKWWRUHPXQHUDWLRQLVXQFRQGLWLRQDO EHIRUHWKHFXVWRPHUSD\VWKHFRQVLGHUDWLRQRUEHIRUHWKHSD\PHQWEHFRPHV
GXHDQGGHFUHDVHZKHQWKH*URXSELOOVWKHFXVWRPHU
&RQWUDFWOLDELOLWLHVJHQHUDOO\LQFUHDVHZKHQWKH*URXSUHFHLYHVFRQVLGHUDWLRQIURPDFXVWRPHUSULRUWRWKHWUDQVIHURI
JRRGVRUVHUYLFHVWRWKHFXVWRPHUDQGGHFUHDVHZKHQWKH*URXSPHHWVLWVSHUIRUPDQFHREOLJDWLRQV
2IWKHDPRXQWRIUHYHQXHUHFRJQL]HGIRUWKH\HDUHQGHG'HFHPEHUPLOOLRQZDVLQFOXGHGLQWKHEHJLQQLQJ
EDODQFHRIFRQWUDFWOLDELOLWLHV
,QWKHUHZDVUHYHQXHUHFRJQL]HGRIPLOOLRQUHODWLQJWRSHUIRUPDQFHREOLJDWLRQVWKDWZHUHVDWLVILHGLQ
SUHYLRXVSHULRGVPDLQO\LQUHODWLRQWRUR\DOW\DQGPLOHVWRQHUHYHQXH

7UDQVDFWLRQSULFHDOORFDWHGWRWKHUHPDLQLQJSHUIRUPDQFHREOLJDWLRQV
7KHUHDUHQRPDWHULDODPRXQWVRIWKHWRWDOWUDQVDFWLRQSULFHDOORFDWHGWRWKHUHPDLQLQJSHUIRUPDQFHREOLJDWLRQVZKLFK
KDYHDQRULJLQDOH[SHFWHGGXUDWLRQRIPRUHWKDQRQH\HDUDVRI'HFHPEHU$VDSUDFWLFDOH[SHGLHQWWKH*URXS
GRHVQRWGLVFORVHWKHLQIRUPDWLRQIRUUHPDLQLQJSHUIRUPDQFHREOLJDWLRQVZKLFKDUHSDUWRIFRQWUDFWVWKDWKDYHDQRULJLQDO
H[SHFWHGGXUDWLRQRIRQH\HDURUOHVV
7KHUHDUHQRPDWHULDODPRXQWVZKLFKDUHQRWLQFOXGHGLQWKHWUDQVDFWLRQSULFHLQWKHFRQVLGHUDWLRQIURPWKHFRQWUDFWV
ZLWKFXVWRPHUV

)LQDQFLQJFRVWVDQGRWKHUILQDQFLDOLQFRPH H[SHQVH
)LQDQFLQJFRVWVLQPLOOLRQVRI\HQ

,QWHUHVWH[SHQVH
1HWLQWHUHVWFRVWRIGHILQHGEHQHILWSODQV
,QWHUHVWH[SHQVHRQOHDVHOLDELOLWLHV
1HWRWKHUILQDQFLQJFRVWV
7RWDOILQDQFLQJFRVWV














7KHLPSOHPHQWDWLRQRI,)56KDVUHVXOWHGLQSDUWRIZKDWZDVSUHYLRXVO\UHSRUWHGDVRSHUDWLQJOHDVHFRVWVEHLQJ
UHFRUGHGDVLQWHUHVWH[SHQVHV*LYHQWKHOHDVHVLQYROYHGDQGWKHFXUUHQWORZLQWHUHVWUDWHHQYLURQPHQWWKLVHIIHFWLVQRW
PDWHULDOWRWKH*URXS
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2WKHUILQDQFLDOLQFRPH H[SHQVH LQPLOOLRQVRI\HQ

'LYLGHQGLQFRPHIURPHTXLW\LQVWUXPHQWVPHDVXUHGDWIDLUYDOXH
WKURXJK2&,
1HWLQFRPHIURPHTXLW\VHFXULWLHV
,QWHUHVWLQFRPHIURPGHEWVHFXULWLHVPHDVXUHGDWIDLUYDOXHWKURXJK
2&,




























1HWIRUHLJQH[FKDQJHJDLQV ORVVHV





7RWDORWKHUILQDQFLDOLQFRPH H[SHQVH





,QWHUHVWLQFRPHIURPILQDQFLDODVVHWVPHDVXUHGDWDPRUWL]HGFRVW
1HWLQWHUHVWLQFRPHDQGLQFRPHIURPGHEWVHFXULWLHV
)RUHLJQH[FKDQJHJDLQV ORVVHV
*DLQV ORVVHV RQIRUHLJQFXUUHQF\GHULYDWLYHV

2WKHUH[SHQVH
&KXJDLILOHGDQ$GYDQFH3ULFLQJ$UUDQJHPHQWFRYHULQJFHUWDLQWUDQVDFWLRQVZLWK)+RIIPDQQ/D5RFKH/WGWRWKH
-DSDQHVHDQG6ZLVVWD[DXWKRULWLHV,QWKHILUVWTXDUWHURIWKH\HDUHQGHG'HFHPEHU&KXJDLUHFHLYHGDQRWLFHRI
DJUHHPHQWIURPERWKWD[DXWKRULWLHVZKLFKLQFOXGHVWKHLQVWUXFWLRQWKDWWKHWD[DEOHLQFRPHRI&KXJDLVKDOOEHGHFUHDVHG
E\DFHUWDLQDPRXQWDQGWKDWRI5RFKHVKDOOEHLQFUHDVHGE\WKHVDPHDPRXQWLQHDFKILVFDO\HDUIURPWRDQG
LIQHFHVVDU\DGGLWLRQDODGMXVWPHQWVWRWKHDFFRXQWVVKDOOEHPDGHLQ
$VDUHVXOWRIWKLVDJUHHPHQW&KXJDLZLOOWUDQVIHUDSDUWRIWKHGHGXFWHGDPRXQWRIFRUSRUDWHDQGRWKHUWD[HVWR5RFKH
W
DVWKHHVWLPDWHGWD[SD\DEOHIRU5RFKHLQDFFRUGDQFHZLWKWKHOLFHQVHDJUHHPHQWEHWZHHQ&KXJDLDQG5RFKH7KH
FRPSDQ\KDVSRVWHGPLOOLRQRIDGMXVWPHQWIURPWUDQVIHUSULFLQJWD[DWLRQ

,QFRPHWD[HV
,QFRPHWD[H[SHQVHVLQPLOOLRQVRI\HQ

&XUUHQWLQFRPHWD[HV



'HIHUUHGWD[HV







7RWDOLQFRPHWD[ H[SHQVH





5HFRQFLOLDWLRQRIWKH*URXS¶VHIIHFWLYHWD[UDWH

:HLJKWHGDYHUDJHH[SHFWHGWD[UDWH
7D[HIIHFWRI
1RQWD[DEOHLQFRPHQRQGHGXFWLEOHH[SHQVHV
(IIHFWRIFKDQJHVLQDSSOLFDEOHWD[UDWHVRQGHIHUUHGWD[EDODQFHV
5HVHDUFKDQGGHYHORSPHQWWD[FUHGLWV
7UDQVIHUSULFLQJWD[DWLRQUHODWHG
2WKHUGLIIHUHQFHV
*URXS¶VHIIHFWLYHWD[UDWH
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7D[HIIHFWVRIRWKHUFRPSUHKHQVLYHLQFRPHLQPLOOLRQVRI\HQ

3UHWD[
DPRXQW
5HPHDVXUHPHQWVRIGHILQHGEHQHILWSODQV
)LQDQFLDODVVHWVPHDVXUHGDWIDLUYDOXHWKURXJK
2&,
&DVKIORZKHGJHV



7D[
EHQHILW



$IWHUWD[
DPRXQW

3UHWD[
DPRXQW



7D[
EHQHILW



$IWHUWD[
$PRXQW

















&XUUHQF\WUDQVODWLRQRIIRUHLJQRSHUDWLRQV



















2WKHUFRPSUHKHQVLYHLQFRPH













,QFRPHWD[DVVHWV OLDELOLWLHV LQPLOOLRQVRI\HQ
'HFHPEHU
&XUUHQWLQFRPHWD[HV
$VVHWV

'HFHPEHU

/LDELOLWLHV







1HWFXUUHQWLQFRPHWD[DVVHWV OLDELOLWLHV





'HIHUUHGWD[HV
$VVHWV
/LDELOLWLHV







1HWGHIHUUHGWD[DVVHWV OLDELOLWLHV





&XUUHQWLQFRPHWD[HVPRYHPHQWVLQUHFRJQL]HGQHWDVVHWV OLDELOLWLHV LQPLOOLRQVRI\HQ

1HWFXUUHQWLQFRPHWD[DVVHWV OLDELOLWLHV DW-DQXDU\



&XUUHQF\WUDQVODWLRQHIIHFWVDQGRWKHU











1HWFXUUHQWLQFRPHWD[DVVHWV OLDELOLWLHV DW'HFHPEHU





,QFRPHWD[HVSDLG
&KDUJHG FUHGLWHGWRWKHLQFRPHVWDWHPHQW
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'HIHUUHGWD[HVPRYHPHQWVLQUHFRJQL]HGQHWDVVHWV OLDELOLWLHV LQPLOOLRQVRI\HQ
3URSHUW\SODQW
DQGHTXLSPHQW
DQGULJKWRI
XVHDVVHWV
<HDUHQGHG'HFHPEHU
$W-DQXDU\
&KDUJHG FUHGLWHGWRWKHLQFRPHVWDWHPHQW
&KDUJHG FUHGLWHGWRRWKHUFRPSUHKHQVLYHLQFRPH
&KDUJHG FUHGLWHGWR(TXLW\

,QWDQJLEOH
DVVHWV

3URYLVLRQV

(PSOR\HH
EHQHILWV

2WKHU
WHPSRUDU\
GLIIHUHQFHV

7RWDO

&XUUHQF\WUDQVODWLRQHIIHFWVDQGRWKHU





































$W'HFHPEHU















&XUUHQF\WUDQVODWLRQHIIHFWVDQGRWKHU









































$W'HFHPEHU













<HDUHQGHG'HFHPEHU
$W-DQXDU\
,PSDFWRIFKDQJHVLQDFFRXQWLQJSROLFLHV
$W-DQXDU\ UHYLVHG
&KDUJHG FUHGLWHGWRWKHLQFRPHVWDWHPHQW
&KDUJHG FUHGLWHGWRRWKHUFRPSUHKHQVLYHLQFRPH



2WKHUWHPSRUDU\GLIIHUHQFHVPDLQO\UHODWHWRSUHSDLGH[SHQVHV DPRUWL]DWLRQRIGHIHUUHGDVVHWVDQGDFFUXHGH[SHQVHV
'HIHUUHGWD[DVVHWVDUHQRWUHFRJQL]HGIRUGHGXFWLEOHWHPSRUDU\GLIIHUHQFHVRIPLOOLRQ PLOOLRQ 
'HIHUUHGWD[DVVHWVDUHUHFRJQL]HGIRUWD[ORVVHVFDUULHGIRUZDUGRQO\WRWKHH[WHQWWKDWUHDOL]DWLRQRIWKHUHODWHGWD[
EHQHILWLVSUREDEOH

8QUHFRJQL]HGWD[ORVVHVH[SLU\LQPLOOLRQVRI\HQ

/HVVWKDQRQH\HDU
2YHURQH\HDUDQGOHVVWKDQILYH\HDUV



2YHUILYH\HDUV









7D[ORVVHVQRWUHFRJQL]HGLQGHIHUUHGWD[DVVHWV





'HIHUUHGWD[DVVHWVIRUXQXVHGWD[FUHGLWVDUHUHFRJQL]HGRQO\ WRWKHH[WHQWWKDWUHDOL]DWLRQRIWKHUHODWHGWD[EHQHILWLV
SUREDEOH

8QUHFRJQL]HGXQXVHGWD[FUHGLWVH[SLU\LQPLOOLRQVRI\HQ

/HVVWKDQRQH\HDU
2YHURQH\HDUDQGOHVVWKDQILYH\HDUV



2YHUILYH\HDUV









8QXVHGWD[FUHGLWVQRWUHFRJQL]HGLQGHIHUUHGWD[DVVHWV





'HIHUUHGWD[OLDELOLWLHVKDYHQRWEHHQHVWDEOLVKHGIRUWKHZLWKKROGLQJWD[DQGRWKHUWD[HVWKDWZRXOGEHSD\DEOHRQWKH
XQUHPLWWHGHDUQLQJVRIZKROO\RZQHGIRUHLJQVXEVLGLDULHVRIWKH*URXSZKHUHVXFKDPRXQWVDUHFXUUHQWO\UHJDUGHGDV
SHUPDQHQWO\  UHLQYHVWHG  7KH  WHPSRUDU\  GLIIHUHQFHV  UHODWLQJ  WR  WKH  XQUHPLWWHG  HDUQLQJV  ZHUH    PLOOLRQ  
PLOOLRQ 
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3URSHUW\SODQWDQGHTXLSPHQW
3URSHUW\SODQWDQGHTXLSPHQWPRYHPHQWVLQFDUU\LQJYDOXHRIDVVHWVLQPLOOLRQVRI\HQ
%XLOGLQJV
DQGODQG
LPSURYHPHQWV

/DQG
$W-DQXDU\
&RVW
$FFXPXODWHGGHSUHFLDWLRQDQGLPSDLUPHQW
1HWERRNYDOXH

0DFKLQHU\DQG
HTXLSPHQW

&RQVWUXFWLRQ
LQSURJUHVV

7RWDO





















<HDUHQGHG'HFHPEHU
$W-DQXDU\
$GGLWLRQV
'LVSRVDOV
7UDQVIHUV
'HSUHFLDWLRQFKDUJH
,PSDLUPHQWFKDUJH
2WKHU
&XUUHQF\WUDQVODWLRQHIIHFWV
$W'HFHPEHU
























































&RVW
$FFXPXODWHGGHSUHFLDWLRQDQGLPSDLUPHQW
1HWERRNYDOXH





















<HDUHQGHG'HFHPEHU
$W-DQXDU\
,PSDFWRIFKDQJHVLQDFFRXQWLQJSROLFLHV
$W-DQXDU\ UHYLVHG
$GGLWLRQV
'LVSRVDOV
7UDQVIHUV
'HSUHFLDWLRQFKDUJH
,PSDLUPHQWFKDUJH
2WKHU
&XUUHQF\WUDQVODWLRQHIIHFWV
$W'HFHPEHU

































































&RVW
$FFXPXODWHGGHSUHFLDWLRQDQGLPSDLUPHQW
1HWERRNYDOXH























,QQRERUURZLQJFRVWVZHUHFDSLWDOL]HGDVSURSHUW\SODQWDQGHTXLSPHQW QRQH 
,PSDLUPHQWFKDUJH
7KHFDUU\LQJYDOXHZDVUHGXFHGWRWKHYDOXHLQXVHDVWKHUHFRYHUDEOHDPRXQWRIFHUWDLQDVVHWVZDVOHVVWKDQWKHFDUU\LQJ
YDOXH
&ODVVLILFDWLRQRILPSDLUPHQWRISURSHUW\SODQWDQGHTXLSPHQWLQPLOOLRQVRI\HQ

&RVWRIVDOHV
0DUNHWLQJDQGGLVWULEXWLRQ
5HVHDUFKDQGGHYHORSPHQW
*HQHUDODQGDGPLQLVWUDWLRQ
7RWDOLPSDLUPHQWFKDUJH
















Annual Report 2019

145

&RPPLWPHQWV
7KH*URXSKDVFRPPLWPHQWVIRUWKHSXUFKDVHRUFRQVWUXFWLRQRISURSHUW\SODQWDQGHTXLSPHQWDIWHUWKHHQGRIWKH\HDU
HQGHG'HFHPEHUWRWDOLQJPLOOLRQ PLOOLRQ 

/HDVHV
7KHLPSDFWRI,)56µ/HDVHV¶RQWKH*URXSFRQVROLGDWHGILQDQFLDOVWDWHPHQWVLVJLYHQLQ1RWH  ³&KDQJHVLQ
DFFRXQWLQJSROLFLHV´DERYH7KHFRPSDUDWLYHILQDQFLDOLQIRUPDWLRQKDVQRWEHHQUHVWDWHGIROORZLQJWKHFXPXODWLYH
FDWFKXS  PHWKRG  IRU  WKH  WUDQVLWLRQ  DSSOLHG  E\  WKH  *URXS  7KHUH  LV  QR  VLJQLILFDQW  GLIIHUHQFH  EHWZHHQ  WKH  DPRXQW
FDOFXODWHG  E\  GLVFRXQWLQJ  WKH  VXP  RI  WKH  IXWXUH  PLQLPXP  OHDVH  SD\PHQWV  XQGHU  QRQFDQFHOODEOH  RSHUDWLQJ  OHDVHV
GLVFORVHGLQWKHFRQVROLGDWHGILQDQFLDOVWDWHPHQWVIRUWKH\HDUHQGHG'HFHPEHUE\WKHLQFUHPHQWDOERUURZLQJ
UDWHDVRIWKHGDWHRILQLWLDODSSOLFDWLRQDQGWKHOHDVHOLDEL
D
OLW\UHFRUGHGDVDGMXVWPHQWVDWWKHEHJLQQLQJRIWKH\HDUHQGHG
'HFHPEHU
7KH*URXSHQWHUVLQWROHDVLQJWUDQVDFWLRQVDVDOHVVHHPDLQO\IRUUHDVRQVRIFRQYHQLHQFHDQGIOH[LELOLW\7KH*URXSKDV
I
JRRGFDVKJHQHUDWLRQDELOLW\DQGLWHQMR\VVWURQJORQJWHUPLQYHVWPHQWJUDGHFUHGLWUDWLQJV7KHUHIRUHLWW\SLFDOO\GRHV
QRWHQWHULQWROHDVLQJDUUDQJHPHQWVIRUILQDQFLQJFRQVLGHUDWLRQV7KHPDLQDUHDVRIOHDVHVWKDWWKH*URXSKDVHQWHUHG
LQWRDUHIRURIILFHVDQGFDUV
7KHULJKWRIXVHDVVHWVUHSRUWHGIRUWKH*URXS¶VOHDVHVDUHVKRZQLQWKHWDEOHEHORZ$GGLWLRQVWRWKHULJKWRIXVHDVVHWV
GXULQJZHUHPLOOLRQ
5LJKWRIXVHDVVHWVPRYHPHQWVLQFDUU\LQJYDOXHRIDVVHWV LQPLOOLRQVRI\HQ
%XLOGLQJVDQGODQG
LPSURYHPHQWV


$W-DQXDU\
&XPXODWLYHFDWFKXSIRUSUHYLRXVO\
UHSRUWHGRSHUDWLQJOHDVHVRQ
LPSOHPHQWDWLRQRI,)56
$W-DQXDU\ UHYLVHG
'HSUHFLDWLRQFKDUJH
$W'HFHPEHU

0DFKLQHU\DQG
HTXLSPHQW

7RWDO






















/HDVHOLDELOLWLHVDUHSUHVHQWHGLQRWKHUFXUUHQWOLDELOLWLHVDQGRWKHUQRQFXUUHQWOLDELOLWLHV7KHDPRXQWRIFXUUHQWOHDVH
OLDELOLWLHVDQGQRQFXUUHQWOHDVHOLDELOLWLHVDUHJLYHQLQ1RWHDQGUHVSHFWLYHO\,QWHUHVWH[SHQVHRQWKHOHDVHOLDELOLW\
GXULQJZDVPLOOLRQ7KHPDWXULW\DQDO\VLVRIOHDVHOLDELOLWLHVLVVKRZQLQWKHWDEOHEHORZ
&RQWUDFWXDOPDWXULWLHVRIOHDVHOLDELOLWLHVLQPLOOLRQVRI\HQ
&DUU\LQJYDOXH
$W'HFHPEHU
/HDVHOLDELOLWLHV

7RWDO





/HVVWKDQ
\HDU


\HDUV



\HDUV



2YHU\HDUV



6KRUWWHUPOHDVHVDQGOHDVHVRIORZYDOXHDVVHWVDUHDFFRXQWHGIRUXVLQJWKHUHFRJQLWLRQH[HPSWLRQSHUPLWWHGE\,)56
([SHQVHVIRUVKRUWWHUPOHDVHVDUHUHFRJQL]HGRQDVWUDLJKWOLQHEDVLVDQGPDLQO\LQFOXGHVKRUWWHUPOHDVHVIRU
SDUNLQJ  ORWV  7KH  WRWDO  DPRXQW  UHSRUWHG  LQ    ZDV    PLOOLRQ  ([SHQVHV  IRU  OHDVHV  RI  ORZYDOXH  DVVHWV  DUH
UHFRJQL]HGRQDVWUDLJKWOLQHEDVLVDQGPDLQO\LQFOXGH,7HTXLSPHQW7KHWRWDODPRXQWUHSRUWHGLQZDV
PLOOLRQ([SHQVHVIRUYDULDEOHOHDVHSD\PHQWVQRWLQFOXGHGLQWKHPHDVXUHPHQWRIOHDVHOLDELOLWLHVUHSRUWHGLQZDV
PLOOLRQ7KH*URXSGLGQRWHQWHULQWRDQ\VDOHDQGOHDVHEDFNWUDQVDFWLRQV
7KHPDMRUFDVKIORZVLQUHVSHFWRIOHDVHVZKHUHWKH*URXSLVWKHOHVVHHDUHVKRZQLQWKHWDEOHEHORZ
/HDVHVFDVKIORZVLQPLOOLRQVRI\HQ

,QFOXGHGLQFDVKIORZVIURPRSHUDWLQJDFWLYLWLHV
,QFOXGHGLQFDVKIORZVIURPILQDQFLQJDFWLYLWLHV
7RWDOOHDVHSD\PHQWV





&DVKIORZVIURPRSHUDWLQJDFWLYLWLHVLQFOXGHFDVKIORZVIURPVKRUWWHUPOHDVHVOHDVHVRIORZYDOXHDVVHWVDQGYDULDEOH
OHDVHSD\PHQWV&DVKIORZVIURPILQDQFLQJDFWLYLWLHVLQFOXGHWKHSD\PHQWRILQWHUHVWDQGWKHSULQFLSDOSRUWLRQRIOHDVH
OLDELOLWLHVDVZHOODVSUHSD\PHQWVPDGHEHIRUHWKHOHDVHFRPPHQFHPHQWGDWH
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,QWDQJLEOHDVVHWV
,QWDQJLEOHDVVHWVPRYHPHQWVLQFDUU\LQJYDOXHRIDVVHWVLQPLOOLRQVRI\HQ
3URGXFW
LQWDQJLEOHV
QRWDYDLODEOH
IRUXVH

3URGXFW
LQWDQJLEOHV
LQXVH
$W-DQXDU\
&RVW

0DUNHWLQJ
LQWDQJLEOHV
LQXVH

7HFKQRORJ\
LQWDQJLEOHV
LQXVH

7RWDO


























&XUUHQF\WUDQVODWLRQHIIHFWV









































$W'HFHPEHU




































&XUUHQF\WUDQVODWLRQHIIHFWV









































$W'HFHPEHU




































$FFXPXODWHGDPRUWL]DWLRQDQGLPSDLUPHQW
1HWERRNYDOXH
<HDUHQGHG'HFHPEHU
$W-DQXDU\
$GGLWLRQV
'LVSRVDOV
7UDQVIHUV
$PRUWL]DWLRQFKDUJH
,PSDLUPHQWFKDUJH

&RVW
$FFXPXODWHGDPRUWL]DWLRQDQGLPSDLUPHQW
1HWERRNYDOXH

<HDUHQGHG'HFHPEHU
$W-DQXDU\
$GGLWLRQV
'LVSRVDOV
7UDQVIHUV
$PRUWL]DWLRQFKDUJH
,PSDLUPHQWFKDUJH

&RVW
$FFXPXODWHGDPRUWL]DWLRQDQGLPSDLUPHQW
1HWERRNYDOXH

6LJQLILFDQWLQWDQJLEOHDVVHWV
7KHSURGXFWLQWDQJLEOHVLQXVHDQGQRWDYDLODEOHIRUXVHDUHPDLQO\DFTXLUHGWKURXJKLQOLFHQVLQJDJUHHPHQWVRISURGXFWV
ZLWKUHODWHGSDUWLHV7KHUHPDLQLQJDPRUWL]DWLRQSHULRGVIRUSURGXFWLQWDQJLEOHVLQXVHDUHIURPWR\HDUV

,PSDLUPHQWFKDUJH
,PSDLUPHQWFKDUJHLQHDFK\HDUZDVPDLQO\UHODWHGWRWKHFHVVDWLRQRI5 'SURMHFWVDQGWKHXQFHUWDLQW\UHJDUGLQJ
H[SHFWHGSURILWV

&ODVVLILFDWLRQRIDPRUWL]DWLRQDQGLPSDLUPHQWH[SHQVHVLQPLOOLRQVRI\HQ

$PRUWL]DWLRQ
&RVWRIVDOHV
0DUNHWLQJDQGGLVWULEXWLRQ
5HVHDUFKDQGGHYHORSPHQW


,PSDLUPHQW

$PRUWL]DWLRQ

,PSDLUPHQW

*HQHUDODQGDGPLQLVWUDWLRQ





















7RWDO
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,QWHUQDOO\JHQHUDWHGLQWDQJLEOHDVVHWV
7KH*URXSFXUUHQWO\KDVQRLQWHUQDOO\JHQHUDWHGLQWDQJLEOHDVVHWVIURPGHYHORSPHQWDVWKHFULWHULDIRUWKHUHFRJQLWLRQDV
DQDVVHWDUHQRWPHW

,QWDQJLEOHDVVHWVZLWKLQGHILQLWHXVHIXOOLYHV
7KH*URXSFXUUHQWO\KDVQRLQWDQJLEOHDVVHWVZLWKLQGHILQLWHXVHIXOOLYHV

3URGXFWLQWDQJLEOHVQRWDYDLODEOHIRUXVH
7KHVHPRVWO\UHSUHVHQWLQSURFHVVUHVHDUFKDQGGHYHORSPHQWDVVHWVDFTXLUHGHLWKHUWKURXJKLQOLFHQVLQJDUUDQJHPHQWVRU
VHSDUDWHSXUFKDVHV'XHWRWKHLQKHUHQWXQFHUWDLQWLHVLQWKHUHVHDUFKDQGGHYHORSPHQWSURFHVVHVLQWDQJLEOHDVVHWVQRW
DYDLODEOHIRUXVHDUHSDUWLFXODUO\DWULVNRILPSDLUPHQWLIWKHSURMHFWLVQRWH[SHFWHGWRUHVXOWLQDFRPPHUFLDOL]HG
SURGXFW

,PSDLUPHQWRILQWDQJLEOHDVVHWV
,PSDLUPHQWFKDUJHVDULVHIURPFKDQJHVLQWKHHVWLPDWHVRIWKHIXWXUHFDVKIORZVH[SHFWHGWRUHVXOWIURPWKHXVHRIWKH
I
DVVHWDQGLWVHYHQWXDOGLVSRVDO)DFWRUVVXFKDVWKHSUHVHQFHRUDEVHQFHRIFRPSHWLWLRQWHFKQLFDOREVROHVFHQFHRUORZHU
WKDQDQWLFLSDWHGVDOHVIRUSURGXFWVZLWKFDSLWDOL]HGULJKWVFRXOGUHVXOWLQVKRUWHQHGXVHIXOOLYHVRULPSDLUPHQW

3RWHQWLDOFRPPLWPHQWVIURPDOOLDQFHFROODERUDWLRQV
7KH*URXSLVSDUW\WRLQOLFHQVLQJDQGVLPLODUDUUDQJHPHQWVZLWKLWVDOOLDQFHSDUWQHUV7KHVHDUUDQJHPHQWVPD\UHTXLUH
W
WKH*URXSWRPDNHFHUWDLQPLOHVWRQHRURWKHUVLPLODUSD\PHQWVGHSHQGHQWXSRQWKHDFKLHYHPHQWRIDJUHHGREMHFWLYHVRU
SHUIRUPDQFHWDUJHWVDVGHILQHGLQWKHFROODERUDWLRQDJUHHPHQWV
7KH*URXS¶VFXUUHQWHVWLPDWHRIIXWXUHFRPPLWPHQWVIRUVXFKSD\PHQWVLVVHWRXWLQWKHWDEOHEHORZ7KHVHILJXUHVDUH
XQGLVFRXQWHGDQGDUHQRWULVNDGMXVWHGPHDQLQJWKDWWKH\LQFOX
G
GHDOOVXFKSRWHQWLDOSD\PHQWVWKDWFDQDULVHDVVXPLQJDOO
SURMHFWVFXUUHQWO\LQGHYHORSPHQWDUHVXFFHVVIXO7KHWLPLQJLVEDVHGRQWKH*URXS¶VFXUUHQWEHVWHVWLPDWH

3RWHQWLDOIXWXUHFROODERUDWLRQSD\PHQWVDW'HFHPEHULQPLOOLRQVRI\HQ
7KLUGSDUW\
:LWKLQRQH\HDU
%HWZHHQRQHDQGWZR\HDUV

5HODWHGSDUW\

7RWDO

%HWZHHQWZRDQGWKUHH\HDUV













7RWDO







)LQDQFLDOQRQFXUUHQWDVVHWV
)LQDQFLDOQRQFXUUHQWDVVHWVLQPLOOLRQVRI\HQ
'HFHPEHU

'HFHPEHU

)LQDQFLDO  DVVHWV  PHDVXUHG  DW  IDLU  YDOXH
WKURXJK2&,





7RWDOILQDQFLDOQRQFXUUHQWDVVHWV





)LQDQFLDOQRQFXUUHQWDVVHWVDUHHTXLW\LQVWUXPHQWVKHOGQRWIRUSXUHLQYHVWPHQWSXUSRVHVEXWIRUWKH*URXS¶VEXVLQHVV
SXUSRVHVWRPDLQWDLQDQGVWUHQJWKHQWKHUHODWLRQVKLSZLWKEXVLQHVVSDUWQHUV7KHUHIRUHWKH*URXSKDVGHVLJQDWHGDOO
HTXLW\LQVWUXPHQWVDVPHDVXUHGDWIDLUYDOXHWKURXJK2&,
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2WKHUQRQFXUUHQWDVVHWV
2WKHUQRQFXUUHQWDVVHWVLQPLOOLRQVRI\HQ
'HFHPEHU

'HFHPEHU

2WKHUDVVHWV







7RWDORWKHUQRQFXUUHQWDVVHWV





/RQJWHUPSUHSDLGH[SHQVHV

/RQJWHUPSUHSDLGH[SHQVHVDUHPDLQO\SD\PHQWVWRUHODWHGSDUWLHVIRUVWDUWXSDQGYDOLGDWLRQFRVWVDWSODQWVXVHGIRU
RXWVRXUFLQJWRWKHUHODWHGSDUWLHV

,QYHQWRULHV
,QYHQWRULHVLQPLOOLRQVRI\HQ
5DZPDWHULDOVDQGVXSSOLHV
:RUNLQSURFHVV
,QWHUPHGLDWHV
)LQLVKHGJRRGV
3URYLVLRQIRUVORZPRYLQJDQGREVROHWHLQYHQWRU\
7RWDOLQYHQWRULHV

'HFHPEHU

'HFHPEHU

















,QYHQWRULHVH[SHQVHGWKURXJKFRVWRIVDOHVWRWDOHGPLOOLRQ PLOOLRQ ,QYHQWRU\ZULWHGRZQV
GXULQJWKH\HDUUHVXOWHGLQDQH[SHQVHRIPLOOLRQ PLOOLRQ 

$FFRXQWVUHFHLYDEOH
$FFRXQWVUHFHLYDEOHLQPLOOLRQVRI\HQ
'HFHPEHU

'HFHPEHU



























'HFHPEHU

'HFHPEHU

0RQH\PDUNHWLQVWUXPHQWV
'HEWVHFXULWLHV
)LQDQFLDODVVHWVPHDVXUHGDWDPRUWL]HGFRVW
7LPHDFFRXQWVRYHUWKUHHPRQWKV











7RWDOPDUNHWDEOHVHFXULWLHV





7UDGHUHFHLYDEOHV±WKLUGSDUW\
7UDGHUHFHLYDEOHV±UHODWHGSDUW\
1RWHVUHFHLYDEOHV
2WKHUUHFHLYDEOHV±WKLUGSDUW\ &RQWUDFWVZLWKFXVWRPHUV
2WKHUUHFHLYDEOHV±UHODWHGSDUW\ &RQWUDFWVZLWK
FXVWRPHUV
2WKHUUHFHLYDEOHV±WKLUGSDUW\
2WKHUUHFHLYDEOHV±UHODWHGSDUW\
$OORZDQFHVIRUGRXEWIXODFFRXQWV
7RWDODFFRXQWVUHFHLYDEOH

0DUNHWDEOHVHFXULWLHV
0DUNHWDEOHVHFXULWLHVLQPLOOLRQVRI\HQ
)LQDQFLDODVVHWVPHDVXUHGDWIDLUYDOXHWKURXJK2&,

0DUNHWDEOHVHFXULWLHVDUHKHOGIRUIXQGPDQDJHPHQWSXUSRVHV0RQH\PDUNHWLQVWUXPHQWVDUHPDLQO\FHUWLILFDWHVRI
GHSRVLWFDVKLQWUXVWDQGFRPPHUFLDOSDSHU'HEWVHFXULWLHVDUHPDLQO\FRUSRUDWHERQGV
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&DVKDQGFDVKHTXLYDOHQWV
&DVKDQGFDVKHTXLYDOHQWVLQPLOOLRQVRI\HQ
'HFHPEHU

'HFHPEHU

&DVKFDVKLQKDQGDQGLQFXUUHQWRUFDOODFFRXQWV
&DVKHTXLYDOHQWVWLPHDFFRXQWVZLWKDPDWXULW\
RIWKUHHPRQWKVRUOHVV









7RWDOFDVKDQGFDVKHTXLYDOHQWV





2WKHUFXUUHQWDVVHWV
2WKHUFXUUHQWDVVHWVLQPLOOLRQVRI\HQ
'HFHPEHU

'HFHPEHU

'HULYDWLYHILQDQFLDOLQVWUXPHQWV





7RWDOILQDQFLDOFXUUHQWDVVHWV





3UHSDLGH[SHQVHV





7RWDOQRQILQDQFLDOFXUUHQWDVVHWV





7RWDORWKHUFXUUHQWDVVHWV





'HEW
'HEWPRYHPHQWVLQFDUU\LQJYDOXHRIUHFRJQL]HGOLDELOLWLHVLQPLOOLRQVRI\HQ

$W-DQXDU\



,QFUHDVHLQGHEW
'HFUHDVHLQ GHEW









$W'HFHPEHU





)LQDQFHOHDVHREOLJDWLRQV





7RWDOGHEW





/RQJWHUPGHEW
6KRUWWHUPGHEW







7RWDOGHEW





/HDVHOLDELOLWLHVDUHSUHVHQWHGLQRWKHUFXUUHQWOLDELOLWLHVDQGRWKHUQRQFXUUHQWOLDELOLWLHV IROORZLQJWKHLPSOHPHQWDWLRQRI
,)56
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3URYLVLRQVDQGFRQWLQJHQWOLDELOLWLHV
3URYLVLRQVPRYHPHQWVLQUHFRJQL]HGOLDELOLWLHV LQPLOOLRQVRI\HQ
(QYLURQPHQWDO
SURYLVLRQV

2WKHU
SURYLVLRQV

7RWDO

<HDUHQGHG'HFHPEHU
$W-DQXDU\
$GGLWLRQDOSURYLVLRQVFUHDWHG
8QXVHGDPRXQWVUHYHUVHG
8WLOL]HG
2WKHU



















$W'HFHPEHU







/RQJWHUPSURYLVLRQV
6KRUWWHUPSURYLVLRQV










$W'HFHPEHU







<HDUHQGHG'HFHPEHU
$W-DQXDU\
$GGLWLRQDOSURYLVLRQVFUHDWHG
8QXVHGDPRXQWVUHYHUVHG
8WLOL]HG
2WKHU



















$W'HFHPEHU







/RQJWHUPSURYLVLRQV
6KRUWWHUPSURYLVLRQV










$W'HFHPEHU







0RUHWKDQWKUHH\HDUV
















$W'HFHPEHU







([SHFWHGRXWIORZRIUHVRXUFHV
:LWKLQRQH\HDU
%HWZHHQRQHWRWZR\HDUV
%HWZHHQWZRWRWKUHH\HDUV

(QYLURQPHQWDOSURYLVLRQV
3URYLVLRQVIRUHQYLURQPHQWDOPDWWHUVLQFOXGHYDULRXVVHSDUDWHHQYLURQPHQWDOLVVXHV%\WKHLUQDWXUHWKHDPRXQWVDQG
WLPLQJVRIDQ\RXWIORZVDUHGLIILFXOWWRSUHGLFW6LJQLILFDQWSURYLVLRQVDUHGLVFRXQWHGZKHUHWKHWLPHYDOXHRIPRQH\LV
PDWHULDO

2WKHUSURYLVLRQV
2WKHUSURYLVLRQVDULVHPDLQO\IURPH[SHFWHGGHFRPPLVVLRQLQJDQGUHPRYDOFRVWVZLWKUHVSHFWWRSURSHUW\SODQWDQG
HTXLSPHQW7KHWLPLQJVRIFDVKRXWIORZVDUHE\WKHLUQDWXUHXQFHUWDLQ6LJQLILFDQWSURYLVLRQVDUHGLVFRXQWHGZKHUHWKH
WLPHYDOXHRIPRQH\LVPDWHULDO

&RQWLQJHQWOLDELOLWLHV
7KHRSHUDWLRQVDQGHDUQLQJVRIWKH*URXSFRQWLQXHIURPWLPHWRWLPHDQGLQYDU\LQJGHJUHHVWREHDIIHFWHGE\SROLWLFDO
OHJLVODWLYHILVFDODQGUHJXODWRU\GHYHORSPHQWVLQFOXGLQJWKRVHUHODWLQJWRHQYLURQPHQWDOSURWHFWLRQ7KHLQGXVWULHVLQ
ZKLFK  WKH  *URXS  RSHUDWHV  DUH  DOVR  VXEMHFW  WR  RWKHU  ULVNV  RI  YDULRXV  NLQGV  7KH  QDWXUH  DQG  IUHTXHQF\  RI  WKHVH
GHYHORSPHQWVDQGHYHQWVQRWDOORIZKLFKDUHFRYHUHGE\LQVXUDQFHDVZHOODVWKHLUHIIHFWRQIXWXUHRSHUDWLRQVDQG
HDUQLQJVDUHQRWSUHGLFWDEOH
7KH*URXSKDVHQWHUHGLQWRVWUDWHJLFDOOLDQFHVZLWKYDULRXVFRPSDQLHVLQRUGHUWRJDLQDFFHVVWRSRWHQWLDOQHZSURGXFWV
RUWRXWLOL]HRWKHUFRPSDQLHVWRKHOSGHYHORSWKH*URXS¶VRZQSRWHQWLDOQHZSURGXFWV3RWHQWLDOIXWXUHSD\PHQWVPD\
EHFRPHGXHWRFHUWDLQFROODERUDWLRQSDUWQHUVDFKLHYLQJFHUWDLQPLOHVWRQHVDVGHILQHGLQWKHFROODERUDWLRQDJUHHPHQWV
7KH*URXS¶VEHVWHVWLPDWHVIRUIXWXUHFRPPLWPHQWSD\PHQWVDUHJLYHQLQ1RWH
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2WKHUQRQFXUUHQWOLDELOLWLHV
2WKHUQRQFXUUHQWOLDELOLWLHVLQPLOOLRQVRI\HQ
'HFHPEHU
'HIHUUHGLQFRPH
/HDVHOLDELOLWLHV

'HFHPEHU

2WKHUORQJWHUPOLDELOLWLHV









7RWDORWKHUQRQFXUUHQWOLDELOLWLHV





/HDVHOLDELOLWLHVDUHSUHVHQWHGLQRWKHUFXUUHQWOLDELOLWLHVDQGRWKHUQRQFXUUHQWOLDELOLWLHVIROORZLQJWKHLPSOHPHQWDWLRQRI
,)56

$FFRXQWVSD\DEOH
$FFRXQWVSD\DEOH LQPLOOLRQVRI\HQ
'HFHPEHU
7UDGHSD\DEOHV±WKLUGSDUW\
7UDGHSD\DEOHV±UHODWHGSDUW\
2WKHUWD[HVSD\DEOH
$FFRXQWVSD\DEOHSXUFKDVHRISURSHUW\SODQWDQGHTXLSPHQW
2WKHUSD\DEOHV±WKLUGSDUW\

'HFHPEHU

2WKHUSD\DEOHV±UHODWHGSDUW\















7RWDODFFRXQWVSD\DEOH





2WKHUFXUUHQWOLDELOLWLHV
2WKHUFXUUHQWOLDELOLWLHVLQPLOOLRQVRI\HQ
'HFHPEHU
'HIHUUHGLQFRPH
/HDVHOLDELOLWLHV
$FFUXHGERQXVDQGUHODWHGLWHPV
'HULYDWLYHILQDQFLDOLQVWUXPHQWV

'HFHPEHU

2WKHUDFFUXHGOLDELOLWLHV













7RWDORWKHUFXUUHQWOLDELOLWLHV





/HDVHOLDELOLWLHVDUHSUHVHQWHGLQRWKHUFXUUHQWOLDELOLWLHVDQGRWKHUQRQFXUUHQWOLDELOLWLHVIROORZLQJWKHLPSOHPHQWDWLRQRI
,)56
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(TXLW\DWWULEXWDEOHWR&KXJDLVKDUHKROGHUV
&KDQJHVLQHTXLW\DWWULEXWDEOHWR&KXJDLVKDUHKROGHUVLQPLOOLRQVRI\HQ
2WKHUUHVHUYHV
6KDUH
FDSLWDO
<HDUHQGHG'HFHPEHU
$W-DQXDU\
,PSDFWRIFKDQJHVLQDFFRXQWLQJSROLFLHV
$W-DQXDU\ UHYLVHG

&DSLWDO
VXUSOXV

5HWDLQHG
HDUQLQJV

)DLUYDOXH
UHVHUYH

+HGJLQJ
UHVHUYH

7UDQVODWLRQ
UHVHUYH





















1HWLQFRPHDWWULEXWDEOHWR&KXJDL
VKDUHKROGHUV









)LQDQFLDO  DVVHWV  PHDVXUHG  DW  IDLU  YDOXH
WKURXJK2&,
(TXLW\LQVWUXPHQWVPHDVXUHGDWIDLUYDOXH
WKURXJK2&,
'HEWVHFXULWLHVDWIDLUYDOXHWKURXJK2&,
,QFRPHWD[HV

















7RWDO






























































&DVKIORZKHGJHV
(IIHFWLYHSRUWLRQRIIDLUYDOXHJDLQV
ORVVHV WDNHQWRHTXLW\
 7UDQVIH
I UU
U HG WR LQFRPH VWDWHPHQW
7UDQVIHUUHGWRLQLWLDOFDUU\LQJDPRXQWRI
KHGJHGLWHPV
 ,QFRPH WD[HV





























&XUUHQF\WUDQVODWLRQRIIRUHLJQ
RSHUDWLRQV
 ([FKDQJH GLII
IIHUHQFHV
 1RQFRQWUROOLQJ LQWHUHVWV






















,QFRPHWD[HV






















2WKHUFRPSUHKHQVLYHLQFRPHQHWRIWD[















7RWDOFRPSUHKHQVLYHLQFRPH











































'HILQHGEHQHILWSODQV
 5HPHDVXUHPHQW JDLQV ORVVHV

'LYLGHQGV
(TX
T LW\ FRPSHQVDWLRQ SODQV
2ZQ HTXLW\ LQVWUX
U PHQWV
7UDQVIHU  IURP  RWKHU  UHVHUYHV  WR  UHWDLQHG
HDUQLQJV
$W'HFHPEHU
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&KDQJHVLQHTXLW\DWWULEXWDEOHWR&KXJDLVKDUHKROGHUVLQPLOOLRQVRI\HQ
2WKHUUHVHUYHV

<HDUHQGHG'HFHPEHU
$W-DQXDU\

&DSLWDO

5HWDLQHG

)DLUYDOXH

+HGJLQJ

7UDQVODWLRQ

FDSLWDO

VXUSOXV

HDUQLQJV

UHVHUYH

UHVHUYH

UHVHUYH









1HWLQFRPHDWWULEXWDEOHWR&KXJDL
VKDUHKROGHUV













)LQDQFLDO  DVVHWV  PHDVXUHG  DW  IDLU  YDOXH
WKURXJK2&,
(TXLW\LQVWUXPHQWVPHDVXUHGDWIDLUYDOXH
WKURXJK2&,
'HEWVHFXULWLHVDWIDLUYDOXHWKURXJK2&,
,QFRPHWD[HV










































































































,QFRPHWD[HV






















2WKHUFRPSUHKHQVLYHLQFRPHQHWRIWD[















7RWDOFRPSUHKHQVLYHLQFRPH










































&XUUHQF\WUDQVODWLRQRIIRUHLJQ
RSHUDWLRQV
 ([FKDQJH GLII
IIHUHQFHV
 1RQFRQWUROOLQJ LQWHUHVWV
'HILQHGEHQHILWSODQV
5HPHDVXUHPHQWJDLQV ORVVHV

'LYLGHQGV
(TXLW\ FRPSHQVDWLRQ SODQV
2ZQ HTXLW\ LQVWUX
U PHQWV
&KDQJHVLQQRQFRQWUROOLQJLQWHUHVWV
7UDQVIHU  IURP  RWKHU  UHVHUYHV  WR  UHWDLQHG
HDUQLQJV
$W'HFHPEHU

CHUGAI PHARMACEUTICAL CO., LTD.












7RWDO



&DVKIORZKHGJHV
(IIHFWLYHSRUWLRQRIIDLUYDOXHJDLQV
ORVVHV WDNHQWRHTXLW\
 7UDQVIH
I UU
U HG WR LQFRPH VWDWHPHQW
7UDQVIHUUHGWRLQLWLDOFDUU\LQJDPRXQWRI
KHGJHGLWHPV
 ,QFRPH WD[HV
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6KDUH




































Data Section

6KDUHFDSLWDO 1XPEHURIVKDUHV
'HFHPEHU
$XWKRUL]HGVKDUHV
,VVXHGVKDUHV 1RQSDUYDOXHFRPPRQVWRFN

'HFHPEHU







'LYLGHQGV
'DWHRIUHVROXWLRQ
0DUFK
5HVROXWLRQRIWKH
$QQXDO*HQHUDO
0HHWLQJRI
VKDUHKROGHUV
-XO\
%RDUGUHVROXWLRQ
0DUFK
5HVROXWLRQRIWKH
$QQXDO*HQHUDO
0HHWLQJRI
VKDUHKROGHUV
-XO\
%RDUGUHVROXWLRQ
0DUFK
5HVROXWLRQRIWKH
$QQXDO*HQHUDO
0HHWLQJRI
VKDUHKROGHUV

7\SHRIVKDUHV

7RWDOGLYLGHQGV
PLOOLRQVRI\HQ

'LYLGHQGSHUVKDUH
\HQ

5HFRUGGDWH

(IIHFWLYHGDWH

&RPPRQVWRFN





'HFHPEHU

0DUFK

&RPPRQVWRFN





-XQH

$XJXVW

&RPPRQVWRFN





'HFHPEHU

0DUFK

&RPPRQVWRFN





-XQH 

$XJXVW

&RPPRQVWRFN





'HFHPEHU

0DUFK

2ZQHTXLW\LQVWUXPHQWV

$W-DQXDU\
,VVXHRIFRPPRQVWRFNV
([HUFLVHVRIHTXLW\FRPSHQVDWLRQSODQV
3XUFKDVH'LVSRVDORIRZQHTXLW\LQVWUXPHQWV
*UDQWRIUHVWULFWHGVWRFN
$W'HFHPEHU
%RRNYDOXH PLOOLRQVRI\HQ

1XPEHURIVKDUHV


















2WKHUUHVHUYHV
Fair value reserve:7KHIDLUYDOXHUHVHUYHUHSUHVHQWVWKHFXPXODWLYHQHWFKDQJHLQWKHIDLUYDOXHRIILQDQFLDODVVHWV
PHDVXUHGDWIDLUYDOXHWKURXJK2&,XQWLOWKHDVVHWLVVROGLPSDLUHGRURWKHUZLVHGLVSRVHGRI
Hedging reserve:7KHKHGJLQJUHVHUYHUHSUHVHQWVWKHHIIHFWLYHSRUWLRQRIWKHFXPXODWLYHQHWFKDQJHLQWKHIDLUYDOXHRI
FDVKIORZKHGJLQJLQVWUXPHQWVUHODWHGWRKHGJHGWUDQVDFWLRQVWKDWKDYHQRW\HWRFFXUUHG
Translation reserve:7KHWUDQVODWLRQUHVHUYHUHSUHVHQWVWKHFXPXODWLYHFXUUHQF\WUDQVODWLRQGLIIHUHQFHVUHODWLQJWRWKH
FRQVROLGDWLRQRIIRUHLJQVXEVLGLDULHVRIWKH*URXSWKDWXVHIXQFWLRQDOFXUUHQFLHVRWKHUWKDQWKH-DSDQHVH\HQ
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1RQFRQWUROOLQJLQWHUHVWV
&KDQJHVLQHTXLW\DWWULEXWDEOHWRQRQFRQWUROOLQJLQWHUHVWVLQPLOOLRQVRI\HQ

$W-DQXDU\






1HWLQFRPHDWWULEXWDEOHWRQRQFRQWUROOLQJLQWHUHVWV





&XUUHQF\WUDQVODWLRQRIIRUHLJQRSHUDWLRQV
I





2WKHUFRPSUHKHQVLYHLQFRPHQHWRIWD[





7RWDOFRPSUHKHQVLYHLQFRPH





&KDQJHVLQQRQFRQWUROOLQJLQWHUHVWV
'LYLGHQGVWRQRQFRQWUROOLQJVKDUHKROGHUV




$W'HFHPEHU








&KXJDLVDQRILDYHQWLV61&EHFDPHDZKROO\RZQHGVXEVLGLDU\RI&KXJDL3KDUPD(XURSH/WGLQ-DQXDU\$VD
UHVXOWQRQFRQWUROOLQJLQWHUHVWVGHFUHDVHGE\PLOOLRQLQUHGXFLQJWKHEDODQFHWR]HUR

(PSOR\HHEHQHILWV
(PSOR\HHEHQHILWVH[SHQVHLQPLOOLRQVRI\HQ

:DJHVDQGVDODULHV
6RFLDOVHFXULW\FRVWV
'HILQHGFRQWULEXWLRQSODQV
2SHUDWLQJH[SHQVHVIRUGHILQHGEHQHILWSODQV
(TXLW\FRPSHQVDWLRQSODQV
2WKHUHPSOR\HHEHQHILWV
(PSOR\HHEHQHILWVH[SHQVHLQFOXGHGLQRSHUDWLQJUHVXOWV
1HWLQWHUHVWFRVWRIGHILQHGEHQHILWSODQV
I
7RWDOHPSOR\HHEHQHILWVH[SHQVH




























2WKHUHPSOR\HHEHQHILWVFRQVLVWPDLQO\RIZHOIDUHFRVWVDQGH[SHQVHVUHODWHGWRDQHDUO\UHWLUHPHQWLQFHQWLYHSURJUDP

3RVWHPSOR\PHQWEHQHILWVSODQV
3RVWHPSOR\PHQWEHQHILWVSODQVDUHFODVVLILHGDV³GHILQHGFRQWULEXWLRQSODQV´LIWKH*URXSSD\VIL[HGFRQWULEXWLRQVLQWR
WKLUGSDUW\ILQDQFLDOLQVWLWXWLRQVDQGZLOOKDYHQRIXUWKHUOHJDORUFRQVWUXFWLYHREOLJDWLRQWRSD\IXUWKHUFRQWULEXWLRQV$OO
RWKHUSODQVDUHFODVVLILHGDV³GHILQHGEHQHILWSODQV´HYHQLI&KXJDL¶VSRWHQWLDOREOLJDWLRQLVUHODWLYHO\PLQRURUKDVD
UHODWLYHO\UHPRWHSRVVLELOLW\RIDULVLQJ
(PSOR\HHVDUHFRYHUHGE\GHILQHGFRQWULEXWLRQDQGGHILQHGEHQHILWSODQVVSRQVRUHGE\*URXSFRPSDQLHVPRVWRI
I
ZKLFKDUHFODVVLILHGDVGHILQHGEHQHILWSODQV
$  UHVROXWLRQ  ZDV  SDVVHG  LQ  WKH  WK  $QQXDO  *HQHUDO  0HHWLQJ  RI  VKDUHKROGHUV  KHOG  LQ  0DUFK    WR  DEROLVK  WKH
UHWLUHPHQWEHQHILWVV\VWHPIRUGLUHFWRUV,QDGGLWLRQDUHVROXWLRQZDVSDVVHGLQWKHWK$QQXDO*HQHUDO0HHWLQJRI
VKDUHKROGHUVKHOGLQ0DUFKWRDEROLVKWKHUHWLUHPHQWEHQHILWVV\VWHPIRURXWVLGHGLUHFWRUVDQGDXGLW
I
VXSHUYLVRU\
ERDUGPHPEHUV LQFOXGLQJRXWVLGHDXGLW VXSHUYLVRU\ERDUGPHPEHUV 
'HILQHGFRQWULEXWLRQSODQV
'HILQHGFRQWULEXWLRQSODQVDUHIXQGHGWKURXJKSD\PHQWVE\WKH*URXSWRIXQGVDGPLQLVWHUHGE\WKLUGSDUWLHV7KH
*URXS¶VH[SHQVHVIRUWKHVHSODQVZHUHPLOOLRQ PLOOLRQ 
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'HILQHGEHQHILWSODQV
7KH*URXSKDVGHILQHGEHQHILWSODQVPDLQO\FRPSULVLQJDFRUSRUDWHSHQVLRQIXQGDQGDOXPSVXPUHWLUHPHQWEHQHILW
SODQ  8QGHU  WKH  FRUSRUDWH  SHQVLRQ  IXQG  HPSOR\HHV  FDQ  UHFHLYH  D  OXPSVXP  SD\PHQW  EDVHG  RQ  WKH  QXPEHU  RI
DFFXPXODWHGSRLQWVUHFHLYHGGXULQJWKHLU\HDUVRIVHUYLFH(PSOR\HHVZLWKRYHUDFHUWDLQSHULRGRIVHUYLFHFDQUHFHLYH
SDUWRIRUDOORIWKHSD\PHQWDVFHUWDLQDQQXLW\RUOLIHDQQXLW\8QGHUWKHOXPSVXPUHWLUHPHQWEHQHILWSODQHPSOR\HHV
FDQUHFHLYHDOXPSVXPSD\PHQWEDVHGRQWKHQXPEHURIDFFXPXODWHGSRLQWVUHFHLYHGGXULQJWKHLU\HDUVRIVHUYLFH$
UHWLUHPHQW  EHQHILW  WUXVW  KDV  EHHQ  HVWDEOLVKHG  IRU  WKH  OXPSVXP  UHWLUHPHQW  EHQHILW  SODQ  &HUWDLQ  HPSOR\HHV  PD\  EH
HQWLWOHGWRDGGLWLRQDOVSHFLDOUHWLUHPHQWEHQHILWVDSDUWIURPWKHGHILQHGEHQHILWSODQVEDVHGRQWKHFRQGLWLRQVXQGHU
ZKLFKWHUPLQDWLRQRFFXUV
7KHFRUSRUDWHSHQVLRQIXQGDQGUHWLUHPHQWEHQHILWSODQWUXVWDUHLQGHSHQGHQWRIWKH*URXSDQGDUHIXQGHGRQO\E\
SD\PHQWVIURPWKH*URXS
$SHQVLRQDVVHWPDQDJHPHQWVWUDWHJ\LVGHYHORSHGWRRSWLPL]HH[SHFWHGUHWXUQVDQGWRPDQDJHULVNVWKURXJKDGRSWLQJ
LQYHVWPHQWVWUDWHJLHVIURPDORQJWHUPSHUVSHFWLYH)RUWKLVSXUSRVHWKH*URXSIRFXVVHVRQORQJWHUPREMHFWLYHVZKLFK
DUHQRWLQIOXHQFHGE\IOXFWXDWLRQVLQVKRUWWHUP\LHOGVDQGPDLQWDLQVDZHOOGLYHUVLILHGSRUWIROLR
7KHIXQGLQJVWDWXVLVFORVHO\PRQLWRUHGDWWKHFRUSRUDWHOHYHODQGYDOXDWLRQVDWWKHEDODQFHVKHHWGDWHDUHFDUULHGRXW
DQQXDOO\$OWKRXJKWKHILQDQFLDOSRVLWLRQRIWKH*URXS¶VSHQVLRQIXQGLVDVVHVVHGWREHVRXQGWKH*URXSKDVLQWURGXFHG
ULVNEDVHGFRQWULEXWLRQVWRSUHSDUHIRUULVNVWKDWPD\DULVHLQWKHIXWXUH
7KHGHILQHGEHQHILWREOLJDWLRQLVFDOFXODWHGXVLQJWKHSURMHFWHGXQLWFUHGLWPHWKRG,ISRWHQWLDODVVHWVDULVHVLQFHGHILQHG
EHQHILWSODQVDUHRYHUIXQGHGWKHUHFRJQLWLRQRISHQVLRQDVVHWVLVOLPLWHGWRWKHSUHVHQWYDOXHRIDQ\HFRQRPLFEHQHILWV
DYDLODEOHIURPUHIXQGVIURPWKHSODQVRUUHGXFWLRQVLQIXWXUHFRQWULEXWLRQVWRWKHSODQ

'HILQHGEHQHILWSODQVLQFRPHVWDWHPHQW LQPLOOLRQVRI\HQ




&XUUHQWVHUYLFHFRVW





7RWDORSHUDWLQJH[SHQVHV





1HWLQWHUHVWFRVWRIGHILQHGEHQHILWSODQV
7RWDOH[SHQVHUHFRJQL]HGLQLQFRPHVWDWHPHQW









'HILQHGEHQHILWSODQVIXQGLQJVWDWXVLQPLOOLRQVRI\HQ
'HFHPEHU
)DLUYDOXHRISODQDVVHWV
'HILQHGEHQHILWREOLJDWLRQ

'HFHPEHU







2YHU XQGHU IXQGLQJ





'HILQHGEHQHILWSODQDVVHWV
'HILQHGEHQHILWSODQOLDELOLWLHV






1HWUHFRJQL]HGDVVHW OLDELOLW\
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'HILQHGEHQHILWSODQVIDLUYDOXHRISODQDVVHWVLQPLOOLRQVRI\HQ

$W-DQXDU\



,QWHUHVWLQFRPHRQSODQDVVHWV
5HPHDVXUHPHQWVRQSODQDVVHWV
&XUUHQF\WUDQVODWLRQHIIHFWV
(PSOR\HUFRQWULEXWLRQV
%HQHILWVSDLG±IXQGHGSODQV















$W'HFHPEHU



















&RPSRVLWLRQRISODQDVVHWV
(TXLW\VHFXULWLHV
'HEWVHFXULWLHV
&DVKDQGFDVKHTXLYDOHQWV
2WKHULQYHVWPHQWV
7RWDOSODQDVVHWV

(TXLW\VHFXULWLHVDQGGHEWVHFXULWLHVKDYHTXRWHGPDUNHWSULFHV /HYHORIIDLUYDOXHKLHUDUFK\ 
,QDFRQWULEXWLRQRIPLOOLRQZDVPDGHFRPSULVLQJ DGGLWLRQDOFRQWULEXWLRQVWRWKHUHWLUHPHQWEHQHILWWUXVW
XQGHU  WKH  OXPSVXP  UHWLUHPHQW  EHQHILW  SODQ  DQG  ULVNEDVHG  FRQWULEXWLRQV  WR  WKH  FRUSRUDWH  SHQVLRQ  IXQG  XQGHU  WKH
FRUSRUDWHSHQVLRQIXQGSODQLQDGGLWLRQWRWKHSURYLVLRQRIVWDQGDUGFRQWULEXWLRQV
'HILQHGEHQHILWSODQVSUHVHQWYDOXHRIGHILQHGEHQHILWREOLJDWLRQLQPLOOLRQVRI\HQ

$W-DQXDU\



&XUUHQWVHUYLFHFRVW
,QWHUHVWFRVW
5HPHDVXUHPHQWV±GHPRJUDSKLFDVVXPSWLRQ
5HPHDVXUHPHQWV±ILQDQFLDODVVXPSWLRQV
5HPHDVXUHPHQWV±H[SHULHQFHDGMXVWPHQWV
&XUUHQF\WUDQVODWLRQHIIHFWV
%HQHILWVSDLG±IXQGHGSODQV



















$W'HFHPEHU





'XUDWLRQLQ\HDUV





$FWXDULDODVVXPSWLRQV
$FWXDULDODVVXPSWLRQVDUHXQELDVHGDQGPXWXDOO\FRPSDWLEOHHVWLPDWHVRIYDULDEOHVWKDWGHWHUPLQHWKHXOWLPDWHFRVWRI
SURYLGLQJSRVWHPSOR\PHQWEHQHILWV7KH\DUHVHWRQDQDQQXDOEDVLVE\WKHUHVSRQVLEOHGHSDUWPHQWVRIWKH*URXSEDVHG
RQDGYLFHIURPDFWXDULHV$FWXDULDODVVXPSWLRQVFRQVLVWRIGHPRJUDSKLFDVVXPSWLRQVRQPDWWHUVVXFKDVPRUWDOLW\DQG
HPSOR\HHWXUQRYHUDQGILQDQFLDODVVXPSWLRQVRQPDWWHUVVXFKDVLQWHUHVWUDWHV
Demographic assumptions:'HPRJUDSKLFDVVXPSWLRQVUHODWHWRPRUWDOLW\DQGHPSOR\HHWXUQRYHUUDWHV0RUWDOLW\UDWHV
DUHEDVHGRQWKHVWDQGDUGPRUWDOLW\UDWHVWDWHGLQWKH2UGLQDQFHIRU(QIRUFHPHQWRIWKH'HILQHG%HQHILW&RUSRUDWH
3HQVLRQ$FW5DWHVRIHPSOR\HHWXUQRYHUDUHEDVHGRQKLVWRULFDOEHKDYLRUZLWKLQWKH*URXSFRPSDQLHV
Financial assumptions:'LVFRXQWUDWHVDUHGHWHUPLQHGPDLQO\ZLWKUHIHUHQFHWRLQWHUHVWUDWHVRQKLJKTXDOLW\FRUSRUDWH
ERQGVDQGUHIOHFWWKHSHULRGRYHUZKLFKWKHREOLJDWLRQVDUHWR EHVHWWOHG
'HFHPEHU
'LVFRXQWUDWHV 
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'HFHPEHU


Data Section

'HILQHGEHQHILWSODQVVHQVLWLYLW\RIGHILQHGEHQHILWREOLJDWLRQWRDFWXDULDODVVXPSWLRQLQPLOOLRQVRI\HQ
7KHLPSDFWUHVXOWLQJIURPFKDQJHVRIDFWXDULDODVVXPSWLRQRQWKHGHILQHGEHQHILWREOLJDWLRQLVVKRZQLQWKHWDEOHEHORZ
,WLVEDVHGRQWKHDVVXPSWLRQWKDWYDULDEOHVRWKHUWKDQWKHVWDWHGDVVXPSWLRQXVHGIRUWKHFDOFXODWLRQDUHKHOGFRQVWDQW
W

'LVFRXQWUDWHV
LQFUHDVH
GHFUHDVH
/LIHH[SHFWDQF\
\HDULQFUHDVH





)XWXUHFDVKIORZV
%DVHGRQWKHPRVWUHFHQWDFWXDULDOYDOXDWLRQVWKH*URXSH[SHFWVWKDWHPSOR\HUFRQWULEXWLRQVIRUGHILQHGEHQHILWSODQVLQ
I
LQFOXGLQJULVNEDVHGFRQWULEXWLRQVZLOOEHDSSUR[LPDWHO\PLOOLRQ

(TXLW\FRPSHQVDWLRQSODQV
7KH*URXSRSHUDWHVHTXLW\VHWWOHGHTXLW\FRPSHQVDWLRQSODQVIRUGLUHFWRUVDQGFHUWDLQHPSOR\HHV,)56³6KDUHEDVHG
3D\PHQW´  UHTXLUHV  WKDW  WKH  YDOXH  RI  VKDUHEDVHG  SD\PHQWV  EH  HVWLPDWHG  EDVHG  RQ  WKH  IDLU  YDOXH  DW  JUDQW  GDWH  DQG
UHFRUGHGDVDQH[SHQVHRYHUWKHYHVWLQJSHULRG(IIHFWLYHVLQFHIRUWKHSXUSRVHRIIXUWKHUSURPRWLQJVKDUHGYDOXH
ZLWKVKDUHKROGHUVDQGSURYLGLQJDQLQFHQWLYHWRVXVWDLQDEO\LQFUHDVHWKH*URXS¶VFRUSRUDWHYDOXHVWUHQJWKHQLQJOLQNDJH
EHWZHHQ  FRPSHQVDWLRQ  DQG  PLG  WR  ORQJWHUP  EXVLQHVV  SHUIRUPDQFH  D  UHVWULFWHG  VWRFN  FRPSHQVDWLRQ  SODQ  WKH
³&RPSHQVDWLRQ3ODQ´ ZDVLQWURGXFHGLQSODFHRIWKHH[LVWLQJVWRFNRSWLRQFRPSHQVDWLRQSODQV
([SHQVHVIRUHTXLW\FRPSHQVDWLRQSODQVLQPLOOLRQVRI\HQ

&RVWRIVDOHV
0DUNHWLQJDQGGLVWULEXWLRQ
5HVHDUFKDQGGHYHORSPHQW



*HQHUDODQGDGPLQLVWUDWLRQ











7RWDO





(TXLW\VHWWOHGSODQV
&KXJDLFRPPRQVWRFNRSWLRQV
&KXJDLVWRFNRSWLRQVDVVWRFNEDVHGFRPSHQVDWLRQ
7HQXUHEDVHGUHVWULFWHGVWRFN
3HUIRUPDQFHEDVHGUHVWULFWHGVWRFN











&DVKLQIORZIURPHTXLW\FRPSHQVDWLRQSODQVLQPLOOLRQVRI\HQ

(TXLW\VHWWOHGSODQV
([HUFLVHVRI&KXJDLFRPPRQVWRFNRSWLRQV
([HUFLVHVRI&KXJDLVWRFNRSWLRQVDVVWRFNEDVHGFRPSHQVDWLRQ
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 6WRFNRSWLRQV
&KXJDLFRPPRQVWRFNRSWLRQV
7KH*URXSKDVLVVXHGVWRFNDFTXLVLWLRQULJKWVWRGLUHFWRUVDQGFHUWDLQHPSOR\HHVDVFRPPRQVWRFNRSWLRQVVLQFH
(DFKULJKWHQWLWOHVWKHKROGHUWRSXUFKDVH&KXJDLVKDUHVDWDVSHFLILHGH[HUFLVHSULFH7KHULJKWVDUHQRQWUDGDEOHDQG
W
KDYHDQH[HUFLVHSHULRGRIDURXQGWHQ\HDUVDIWHUUHFHLYLQJWKHULJKWVXQGHUWKHFRQGLWLRQRIDSSUR[LPDWHO\WZR\HDUVRI
FRQWLQXRXVVHUYLFHRIWKHKROGHUDIWHUWKHJUDQWGDWH

&KXJDLFRPPRQVWRFNRSWLRQV±PRYHPHQWLQQXPEHURIULJKWVRXWVWDQGLQJ

1XPEHURIULJKWV
2XWVWDQGLQJDW-DQXDU\
*UDQWHG
)RUIHLWHG
([HUFLVHG



:HLJKWHGDYHUDJH
H[HUFLVHSULFH \HQ







([SLUHG

1XPEHURIULJKWV







:HLJKWHGDYHUDJH
H[HUFLVHSULFH \HQ













2XWVWDQGLQJDW'HFHPEHU









RIZKLFKH[HUFLVDEOH









&KXJDLFRPPRQVWRFNRSWLRQV±WHUPVRIULJKWVRXWVWDQGLQJDW'HFHPEHU
5LJKWVRXWVWDQGLQJ

<HDURIJUDQW



1XPEHU
RXWVWDQGLQJ

5LJKWVH[HUFLVDEOH

:HLJKWHG
:HLJKWHG
DYHUDJH\HDUV DYHUDJHH[HUFLVH
UHPDLQLQJ
SULFH
FRQWUDFWXDOOLIH
\HQ

:HLJKWHG
DYHUDJH
H[HUFLVHSULFH
\HQ

1XPEHU
H[HUFLVDEOH











































7RWDO

















&KXJDLVWRFNRSWLRQVDVVWRFNEDVHGFRPSHQVDWLRQ
7KH*URXSKDVLVVXHGVWRFNDFTXLVLWLRQULJKWVWRGLUHFWRUVDVVWRFNRSWLRQVDVVWRFNEDVHGFRPSHQVDWLRQVLQFHLQ
OLHXRIWKHUHWLUHPHQWEHQHILWV\VWHPIRUGLUHFWRUVZKLFKZDVDEROLVKHG(DFKULJKWHQWLWOHVWKHKROGHUWRSXUFKDVH
D
&KXJDLVKDUHVDWDQH[HUFLVHSULFHRI7KHULJKWVDUHQRQWUDGDEOHDQGKDYHDQH[HUFLVHSHULRGRI\HDUVDIWHU
UHFHLYLQJWKHULJKWVZKLFKPD\EHYHVWHGXSRQWKHKROGHU¶VUHWLUHPHQWDVDGLUHFWRURI&KXJDL
&KXJDLVWRFNRSWLRQVDVVWRFNEDVHGFRPSHQVDWLRQ±PRYHPHQWLQQXPEHURIULJKWVRXWVWDQGLQJ

1XPEHURIULJKWV
2XWVWDQGLQJDW-DQXDU\

:HLJKWHGDYHUDJH
H[HUFLVHSULFH \HQ

1XPEHURIULJKWV

([SLUHG

























2XWVWDQGLQJDW'HFHPEHU

















*UDQWHG
)RUIHLWHG
([HUFLVHG

RIZKLFKH[HUFLVDEOH
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&KXJDLVWRFNRSWLRQVDVVWRFNEDVHGFRPSHQVDWLRQ±WHUPVRIULJKWVRXWVWDQGLQJDW'HFHPEHU
5LJKWVRXWVWDQGLQJ
1XPEHU
RXWVWDQGLQJ

<HDURIJUDQW



5LJKWVH[HUFLVDEOH

:HLJKWHG
:HLJKWHG
DYHUDJH\HDUV DYHUDJHH[HUFLVH
SULFH
UHPDLQLQJ
\HQ
FRQWUDFWXDOOLIH

:HLJKWHG
DYHUDJHH[HUFLVH
SULFH \HQ

1XPEHU
H[HUFLVDEOH
















































7RWDO


















([HUFLVHRIVWRFNDFTXLVLWLRQULJKWV

1XPEHURIULJKWV
&KXJDLFRPPRQVWRFNRSWLRQV
&KXJDLVWRFNRSWLRQVDVVWRFNEDVHGFRPSHQVDWLRQ


:HLJKWHGDYHUDJH
VKDUHSULFH \HQ







1XPEHURIULJKWV



:HLJKWHGDYHUDJH
VKDUHSULFH \HQ



 5HVWULFWHGVWRFNFRPSHQVDWLRQSODQ
8QGHUWKH&RPSHQVDWLRQ3ODQWKHUHVWULFWHGVWRFNVWREHSURYLGHGFRQVLVWRI³WHQXUHEDVHGUHVWULFWHGVWRFN´IRU(OLJLEOH
'LUHFWRUV  DV  ZHOO  DV  FHUWDLQ  HPSOR\HHV  ZKLFK  UHTXLUHV  FRQWLQXRXV  VHUYLFH  IRU  D  FHUWDLQ  SHULRG  IRU  &KXJDL  DQG
³SHUIRUPDQFHEDVHGUHVWULFWHGVWRFN´IRURQO\(OLJLEOH'LUHFWRUVZKLFKUHTXLUHVWKHDWWDLQPHQWRI&KXJDL¶VPLGWRORQJ
WHUPEXVLQHVVSHUIRUPDQFHWDUJHWLQDGGLWLRQWRWKHDIRUHPHQWLRQHGFRQWLQXRXVVHUYLFH7KH(OLJLEOH'LUHFWRUVDQG
HPSOR\HHVVKDOOPDNHLQ±NLQGFRQWULEXWLRQRIDOOPRQHWDU\FRPSHQVDWLRQFODLPVRUPRQHWDU\FODLPVWREHSURYLGHGE\
&KXJDLDFFRUGLQJWRWKH&RPSHQVDWLRQ3ODQDQGVKDOOLQUHWXUQUHFHLYHVKDUHVRIFRPPRQVWRFNRI&KXJDLWKDWZLOOEH
LVVXHGRUGLVSRVHGRIE\&KXJDL
)RU  WKH  GLVSRVDO  RI  VKDUHV  RI  FRPPRQ  VWRFNV  RI  &KXJDL  XQGHU  WKH  &RPSHQVDWLRQ  3ODQ  &KXJDL  DQG  HDFK  (OLJLEOH
'LUHFWRUVDQGHPSOR\HHVVKDOOPDNHDQDJUHHPHQWRQDOORWPHQWRIUHVWULFWHGVWRFNVLQFOXGLQJWKDW  7KH(OLJLEOH
'LUHFWRUVDQGHPSOR\HHVVKDOOQRWWUDQVIHUFUHDWHDVHFXULW\LQWHUHVWRQRURWKHUZLVHGLVSRVHRIWKHDOORWWHGVKDUHV
GXULQJDFHUWDLQUHVWULFWLRQSHULRGDQG  &KXJDLVKDOOWDNH EDFNDOORUSDUWRIWKHDOORWWHGVKDUHVZLWKRXWFRVWLQFDVH
ZKHUHFHUWDLQHYHQWVKDSSHQ
1XPEHURIVKDUHVDOORWWHGDQGIDLUYDOXHDWWKHJUDQWGDWHE\\HDU
<HDU




7HQXUHEDVHGUHVWULFWHGVWRFN
1XPEHURIVKDUHVDOORWWHG
)DLUYDOXHDWWKHJUDQWGDWH
1XPEHURIVKDUHVDOORWWHG
)DLUYDOXHDWWKHJUDQWGDWH
1XPEHURIVKDUHVDOORWWHG
)DLUYDOXHDWWKHJUDQWGDWH

VKDUHV

3HUIRUPDQFHEDVHGUHVWULFWHGVWRFN
VKDUHV

\HQ

\HQ

VKDUHV

VKDUHV

\HQ

\HQ

VKDUHV

VKDUHV

\HQ

\HQ

5HYLVHGIURPWRIURP
7KH LPSDFW  RI  WKH DIRUHPHQWLRQHG  UHYLVLRQ  IRU   ZDV  LQVLJQLILFDQW
I
 DQG WKHUHIRUH  WKH UHYLVHG  DPRXQW  KDV  EHHQ
UHIOHFWHGLQWKHFRQVROLGDWHGILQDQFLDOVWDWHPHQWVIRU
I
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2YHUYLHZRIWKH&RPSHQVDWLRQ3ODQ
7HQXUHEDVHGUHVWULFWHGVWRFN

3HUIRUPDQFHEDVHGUH
I
VWULFWHGVWRFN

0DUNHWSULFH

0RQWH&DUORVLPXODWLRQ

(YDOXDWLRQPHWKRG
'LUHFWRUVRI&KXJDL
$OORWWHHV

(PSOR\HHVRI&KXJDL

'LUHFWRUVRI&KXJDL

'LUHFWRUVRI&KXJDL¶VVXEVLGLDULHV
(PSOR\HHVRI&KXJDL¶VVXEVLGLDULHV

6HWWOHPHQWPHWKRG

(TXLW\VHWWOHPHQW

7UDQVIHUUHVWULFWLRQ

\HDUV

SHULRG

2QWKHFRQGLWLRQWKDWWKH(OLJLEOH'LUHFWRUVPDLQWDLQ
WKHLU  SRVLWLRQV  FRQWLQXRXVO\  GXULQJ  WKH  WUDQVIHU
UHVWULFWLRQ  SHULRG  &KXJDL  VKDOO  UHOHDVH  WKH  WUDQVIHU
UHVWULFWLRQIRUWKHQXPEHURIDOORWWHGVKDUHVZKLFKLV
FDOFXODWHGE\PXOWLSO\LQJWKHQXPEHURIVKDUHVWKDW
2Q  WKH  FRQGLWLRQ  WKDW  WKH  (OLJLEOH  'LUHFWRUV  YLFH

WKH(OLJLEOH'LUHFWRUVREWDLQDWWKHH[SLUDWLRQRIWKH

SUHVLGHQWV  DQG  HPSOR\HHV  PDLQWDLQ  WKHLU  SRVLWLRQV

WUDQVIHUUHVWULFWLRQSHULRGE\WKHUHOHDVHUDWHWKDWLV

&RQGLWLRQVIRUUHOHDVLQJ

FRQWLQXRXVO\  GXULQJ  WKH  WUDQVIHU  UHVWULFWLRQ  SHULRG

GHWHUPLQHGE\WKHJURZWKUDWHRQWKHWKUHH\HDU WKH

WUDQVIHUUHVWULFWLRQ

&KXJDLVKDOOUHOHDVHWKHWUDQVIHUUHVWULFWLRQIRUDOORI

³(YDOXDWLRQ  3HULRG´  7RWDO  6KDUHKROGHUV  5HWXUQ

WKH  DOORWWHG  VKDUHV  DW  WKH  H[SLUDWLRQ  RI  WKH  WUDQVIHU
UHVWULFWLRQSHULRG

765 IRUDSHHUJURXSDVDSHUIRUPDQFHJRDOGHFLGHG
E\WKH%RDUGRI'LUHFWRUVLQDGYDQFH7KHUHOHDVHUDWH
LV  DSSOLHG  DJDLQVW  WKH  QXPEHU  RI  VKDUHV  WKDW  LV
SURYLGHGDWWKHEHJLQQLQJRIWKHUHVWULFWLRQSHULRGE\
PXOWLSO\LQJ  WKH  PD[LPXP  FRHIILFLHQW  RI   
UDQJLQJIURPWRVHSDUDWHO\VHWE\&KXJDL¶V
%RDUGDQGLVVHWIURPWR

7KH765FDOFXODWLRQIRUPXODLVDVIROORZV
765  ,QFUHDVHLQWKHVWRFNSULFHGXULQJWKH(YDOXDWLRQ3HULRG
G %$ 'LYLGHQGVGXULQJWKH (YDOXDWLRQ3HULRG ·,QLWLDOVWRFNSULFH $
$,QLWLDOVWRFNSULFH $YHUDJHFORVLQJSULFHIRUWKHWKUHHPRQWKVSULRUWRWKHVWDUWRIWKH(YDOXDWLRQ3HULRG
%)LQDOVWRFNSULFH $YHUDJHFORVLQJSULFHIRUWKHWKUHHPRQWKVSULRUWRWKHHQGRIWKH(YDOXDWLRQ3HULRG
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(DUQLQJVSHUVKDUH
%DVLFHDUQLQJVSHUVKDUH

1HWLQFRPHDWWULEXWDEOHWR&KXJDLVKDUHKROGHUV PLOOLRQVRI\HQ
:HLJKWHGDYHUDJHQXPEHURIFRPPRQVWRFN
:HLJKWHGDYHUDJHQXPEHURIRZQHTXLW\LQVWUXPHQWV
:HLJKWHGDYHUDJHQXPEHURIVKDUHVLQLVVXH




















%DVLFHDUQLQJVSHUVKDUH \HQ

'LOXWHGHDUQLQJVSHUVKDUH

1HWLQFRPHDWWULEXWDEOHWR&KXJDLVKDUHKROGHUV PLOOLRQVRI\HQ
:HLJKWHGDYHUDJHQXPEHURIVKDUHVLQLVVXH
$GMXVWPHQWIRUDVVXPHGH[HUFLVHRIHTXLW\FRPSHQVDWLRQSODQVZKHUHGLOXWLYH
:HLJKWHGDYHUDJHQXPEHURIVKDUHVLQLVVXHXVHGWRFDOFXODWHGLOXWHG
HDUQLQJVSHUVKDUH
'LOXWHGHDUQLQJVSHUVKDUH \HQ




















7KHUHZHUHQRULJKWVLQHTXLW\FRPSHQVDWLRQSODQVZKLFKDUHDQWLGLOXWLYHDQGWKHUHIRUHH[FOXGHGIURPWKHFDOFXODWLRQ
RIGLOXWHGHDUQLQJVSHUVKDUH QRQH 

6WDWHPHQWRIFDVKIORZV
&DVKIORZVIURPRSHUDWLQJDFWLYLWLHV
&DVKIORZVIURPRSHUDWLQJDFWLYLWLHVDULVHIURPWKH*URXS¶VSULPDU\DFWLYLWLHVLQFOXGLQJUHVHDUFKDQGGHYHORSPHQW
PDQXIDFWXULQJDQGVDOHVLQWKH3KDUPDFHXWLFDOVEXVLQHVV7KHVH DUHFDOFXODWHGE\WKHLQGLUHFWPHWKRGE\DGMXVWLQJWKH
*URXS¶VRSHUDWLQJSURILWIRUDQ\RSHUDWLQJLQFRPHDQGH[SHQVHV WKDWDUHQRWFDVKIORZV IRUH[DPSOHGHSUHFLDWLRQ
DPRUWL]DWLRQDQGLPSDLUPHQW LQRUGHUWRGHULYHWKHFDVKJHQHUDWHGIURPRSHUDWLRQV2SHUDWLQJFDVKIORZVDOVRLQFOXGH
LQFRPHWD[HVSDLGRQDOODFWLYLWLHV
&DVKJHQHUDWHGIURPRSHUDWLRQVLQPLOOLRQVRI\HQ

1HWLQFRPH
)LQDQFLQJFRVWV
2WKHUILQDQFLDOLQFRPH H[SHQVH
2WKHUH[SHQVH
,QFRPHWD[HV
2SHUDWLQJSURILW
'HSUHFLDWLRQRISURSHUW\SODQWDQGHTXLSPHQW
'HSUHFLDWLRQRIULJKWRIXVHDVVHWV
$PRUWL]DWLRQRILQWDQJLEOHDVVHWV
,PSDLUPHQWRISURSHUW\SODQWDQGHTXLSPHQW
,PSDLUPHQWRILQWDQJLEOHDVVHWV
2SHUDWLQJH[SHQVHIRUGHILQHGEHQHILWSODQV
2SHUDWLQJH[SHQVHIRUHTXLW\VHWWOHGHTXLW\FRPSHQVDWLRQSODQV
1HW LQFRPH H[SHQVHIRUSURYLVLRQV
,QYHQWRU\ZULWHGRZQV
2WKHUDGMXVWPHQWV
&DVKJHQHUDWHGIURPRSHUDWLRQV
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&DVKIORZVIURPLQYHVWLQJDFWLYLWLHV
&DVKIORZVIURPLQYHVWLQJDFWLYLWLHVDUHSULQFLSDOO\WKRVHDULVLQJIURPWKH*URXS¶VLQYHVWPHQWVLQSURSHUW\SODQWDQG
HTXLSPHQWDQGLQWDQJLEOHDVVHWV&DVKIORZVFRQQHFWHGZLWKWKH*URXS¶VSRUWIROLRRIPDUNHWDEOHVHFXULWLHVDQGRWKHU
LQYHVWPHQWVDUHDOVRLQFOXGHGDVDUHDQ\LQWHUHVWDQGGLYLGHQGSD\PHQWVUHFHLYHGLQUHVSHFWRIWKHVHVHFXULWLHVDQG
LQYHVWPHQWV
,QWHUHVWDQGGLYLGHQGVUHFHLYHGLQPLOOLRQVRI\HQ

,QWHUHVWUHFHLYHG
'LYLGHQGVUHFHLYHG
7RWDO












&DVKIORZVIURPILQDQFLQJDFWLYLWLHV
&DVKIORZVIURPILQDQFLQJDFWLYLWLHVDUHSULPDULO\GLYLGHQGSD\PHQWVWR&KXJDLVKDUHKROGHUVDQGOHDVHOLDELOLWLHVSDLG
6LJQLILFDQWQRQFDVKWUDQVDFWLRQV
7KHUHZHUHQRVLJQLILFDQWQRQFDVKWUDQVDFWLRQV QRQH 

5LVNPDQDJHPHQW
 )LQDQFLDOULVNPDQDJHPHQW
7KH*URXSLVH[SRVHGWRYDULRXVILQDQFLDOULVNVDULVLQJIURPLWVXQGHUO\LQJRSHUDWLRQVDQGFRUSRUDWHILQDQFHDFWLYLWLHV
7KH*URXS¶VILQDQFLDOULVNH[SRVXUHVDUHSUHGRPLQDQWO\UHODWHGWRFKDQJHVLQIRUHLJQH[FKDQJHUDWHVLQWHUHVWUDWHVDQG
HTXLW\SULFHVDVZHOODVWKHFUHGLWZRUWKLQHVVDQGWKHVROYHQF\RIWKH*URXS¶VFRXQWHUSDUWLHV
)LQDQFLDOULVNPDQDJHPHQWZLWKLQWKH*URXSLVJRYHUQHGE\SROLFLHVDSSURYHGE\WKH%RDUGRI'LUHFWRUVRI&KXJDL
7KHVHSROLFLHVFRYHUFUHGLWULVNOLTXLGLW\ULVNDQGPDUNHWULVN7KHSROLFLHVSURYLGHJXLGDQFHRQULVNOLPLWVW\SHRI
DXWKRUL]HGILQDQFLDOLQVWUXPHQWVDQGPRQLWRULQJSURFHGXUHV3ROLF\LPSOHPHQWDWLRQDQGGD\WRGD\ULVNPDQDJHPHQWDUH
FDUULHG  RXW  E\  WKH  UHOHYDQW  IXQFWLRQV  DQG  UHJXODU  UHSRUWLQJ  RQ WKHVH  ULVNV  LV  SHUIRUPHG  E\  WKH  UHOHYDQW  ILQDQFH  
DFFRXQWLQJDQGFRQWUROOLQJIXQFWLRQVZLWKLQ&KXJDL
 &UHGLWULVN
$FFRXQWV  UHFHLYDEOH  DUH  H[SRVHG  WR  FXVWRPHU  FUHGLW  ULVN  7KH  PDLQ  DFFRXQWV  UHFHLYDEOH  DUH  WUDGH  UHFHLYDEOHV  7KH
PDQDJHPHQWRIWUDGHUHFHLYDEOHVLVIRFXVHGRQWKHDVVHVVPHQWRIFRXQWU\ULVNVHWWLQJRIFUHGLWOLPLWVRQJRLQJFUHGLW
I
HYDOXDWLRQDQGDFFRXQWPRQLWRULQJSURFHGXUHV$VSDUWRIWKHFUHGLWULVNPDQDJHPHQWVDOHVDGPLQLVWUDWLRQGHSDUWPHQWV
UHJXODUO\PRQLWRUWKHILQDQFLDOSRVLWLRQRIPDMRUFXVWRPHUVE\FKHFNLQJSD\PHQWWHUPDQGEDODQFHVRIWUDGHUHFHLYDEOHV
IRUHDFKFXVWRPHUDFFRUGLQJWRWKHDFFRXQWLQJPDQXDOVWRHQVXUHHDUO\LGHQWLILFDWLRQDQGPLWLJDWLRQRIRYHUGXHEDODQFHV
DQGSRWHQWLDOEDGGHEWVDVVRFLDWHGZLWKWKHGHWHULRUDWLRQRIFXVWRPHUV¶ILQDQFLDOSRVLWLRQ
7KH  REMHFWLYH  RI  WKH  PDQDJHPHQW  RI  WUDGH  UHFHLYDEOHV  LV  WR  VXVWDLQ  WKH  JURZWK  DQG  SURILWDELOLW\  RI  WKH  *URXS  E\
RSWLPL]LQJDVVHWXWLOL]DWLRQZKLOHPDLQWDLQLQJULVNVDWDQDFFHSWDEOHOHYHO7KH*URXSREWDLQVFUHGLWLQVXUDQFHDQG
VLPLODUHQKDQFHPHQWVZKHQDSSURSULDWHWRSURWHFWWKHFROOHFWLRQRIWUDGHUHFHLYDEOHV1RPDWHULDOFROODWHUDOZDVKHOGIRU
WUDGHUHFHLYDEOHV QRQH 
2IWKH*URXS¶VDFFRXQWVUHFHLYDEOHWUDGHUHFHLYDEOHVIURPWKLUGSDUWLHVDUHPDLQO\WR-DSDQHVHFXVWRPHUVRIZKLFK
PDMRUFXVWRPHUVDFFRXQWIRUDVRI'HFHPEHU
7UDGHUHFHLYDEOHVPDMRUFXVWRPHUVLQPLOOLRQVRI\HQ
'HFHPEHU
$OIUHVD&RUSRUDWLRQ

7RKR3KDUPDFHXWLFDO&R/WG






7RWDO





6X]XNHQ&R/WG
0HGLFHR&RUSRUDWLRQ

164

'HFHPEHU
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&XVWRPHUFUHGLWULVNH[SRVXUHEDVHGRQDFFRXQWVUHFHLYDEOHGD\VRYHUGXHWKDWDUHZLWKLQWKHVFRSHRI,)56LQ
PLOOLRQVRI\HQ
&XUUHQW

2YHUGXH
PRQWKV

2YHUGXH
PRQWKV







2YHUGXH
PRUHWKDQ
\HDU

&UHGLW
LPSDLUHG

7RWDO

$W'HFHPEHU
*URVVFDUU\LQJDPRXQW
([SHFWHGFUHGLWORVVUDWH 
$OORZDQFHIRUGRXEWIXODFFRXQWV





&XUUHQW















2YHUGXH
PRUHWKDQ
\HDU

2YHUGXH
PRQWKV

2YHUGXH
PRQWKV

&UHGLW
LPSDLUHG

























7RWDO

$W'HFHPEHU
*URVVFDUU\LQJDPRXQW
([SHFWHGFUHGLWORVVUDWH 
$OORZDQFHIRUGRXEWIXODFFRXQWV









7KHH[SHFWHGFUHGLWORVV µ(&/¶ UDWHLVEDVHGRQWKH*URXS¶VKLVWRULFDOH[SHULHQFHDQGWKH*URXS¶VH[SHFWDWLRQRI
HFRQRPLFFRQGLWLRQVRYHUWKHSHULRGXQWLOUHFHLYDEOHVDUHH[SHFWHGWREHSDLG
'HULYDWLYHWUDQVDFWLRQVDQGPRQH\PDUNHWLQVWUXPHQWVDUHUHVWULFWHGWRILQDQFLDOLQVWLWXWLRQVZLWKKLJKFUHGLWUDWLQJVLQ
DQHIIRUWWRPLWLJDWHWKHFRXQWHUSDUW\ULVNV
7KHPD[LPXPH[SRVXUHWRFUHGLWULVNUHVXOWLQJIURPILQDQFLDODFWLYLWLHVZLWKRXWWDNLQJLQWRDFFRXQWDQ\FROODWHUDOKHOG
RURWKHUFUHGLWHQKDQFHPHQWVLVHTXDOWRWKHFDUU\LQJYDOXHRII WKH*URXS¶VILQDQFLDODVVHWV
)LQDQFLDODVVHWVZLWKFUHGLWULVNV H[FOXGLQJDFFRXQWVUHFHLYDEOHVWKDWUHVXOWIURPWUDQVDFWLRQVWKDWDUHZLWKLQWKH
VFRSHRI,)56
&DVKDQGFDVKHTXLYDOHQWVDUHKHOGZLWKEDQNVDQGILQDQFLDOLQVWLWXWLRQVZKLFKDUHSUHGRPLQDQWO\UDWHGLQYHVWPHQW
JUDGHEDVHGRQ0RRG\¶VDQG6 35DWLQJV&DVKDQGVKRUWWHUPWLPHGHSRVLWVDUHVXEMHFWWRUXOHVZKLFKOLPLWWKH
*URXS¶VH[SRVXUHWRLQGLYLGXDOILQDQFLDOLQVWLWXWLRQV
,QYHVWPHQWVLQPDUNHWDEOHVHFXULWLHV H[FOXGLQJHTXLW\VHFXULWLHV DUHHQWHUHGLQWRRQWKHEDVLVRIJXLGHOLQHVZLWKUHJDUG
WROLTXLGLW\TXDOLW\DQGPD[LPXPDPRXQW$VDJHQHUDOUXOHWKH*URXSLQYHVWVRQO\LQKLJKTXDOLW\VHFXULWLHVZLWK
DGHTXDWHOLTXLGLW\DQGZLWKFRXQWHUSDUWLHVWKDWKDYHDFUHGLWUDWLQJRIDWOHDVW%DDIURP0RRG\¶VDQG%%%IURP6 3
&UHGLWULVNRQDFFRXQWVUHFHLYDEOHVWKDWUHVXOWIURPWUDQVDFWLRQVWKDWDUHQRWZLWKLQWKHVFRSHRI,)56DUHPDQDJHG
EDVHGRQGDWDREWDLQHGIURPH[WHUQDOVRXUFHVDQGKLVWRULFDOH[SHULHQFH
7KHFUHGLWULVNRIWKHFRXQWHUSDUWLHVZLWKH[WHUQDOUDWLQJVEHORZLQYHVWPHQWJUDGHRUQRQUDWHGLVFORVHO\PRQLWRUHGDQG
UHYLHZHGRQDQLQGLYLGXDOEDVLV
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5DWLQJDQDO\VLV H[FOXGLQJDFFRXQWVUHFHLYDEOHVWKDWUHVXOWIURPWUDQVDFWLRQVWKDWDUHZLWKLQWKHVFRSHRI,)56
 LQPLOOLRQVRI\HQ

)DLUYDOXH
WKURXJK2&,
PRQWK(&/

7RWDO

$PRUWL]HGFRVWV
PRQWK(&/

$$$a%%%UDQJH







7RWDOLQYHVWPHQWJUDGH




























%HORZ%%%UDQJH EHORZLQYHVWPHQWJUDGH
8QUDWHG
7RWDOJURVVFDUU\LQJDPRXQWV
/RVVDOORZDQFH


)DLUYDOXH
WKURXJK2&,
PRQWK(&/

7RWDO

$PRUWL]HGFRVWV
PRQWK(&/

$$$a%%%UDQJH







7RWDOLQYHVWPHQWJUDGH




























%HORZ%%%UDQJH EHORZLQYHVWPHQWJUDGH
8QUDWHG
7RWDOJURVVFDUU\LQJDPRXQWV
/RVVDOORZDQFH

)LQDQFLDO  DVVHWV  PHDVXUHG  DW  DPRUWL]HG  FRVW  DQG  WKRVH  DW  IDLU  YDOXH  WKURXJK  2&,  H[FOXGLQJ  HTXLW\  VHFXULWLHV  DUH
LQYHVWPHQWJUDGHDQGWKHUHIRUHFRQVLGHUHGWREHORZULVNDQGWKXVWKHLPSDLUPHQWDOORZDQFHLVGHWHUPLQHGDWPRQWKV
H[SHFWHGFUHGLWORVVHV µ(&/¶ ZLWKDUHIHUHQFHWRH[WHUQDOFUHGLWUDWLQJVRIWKHFRXQWHUSDUWLHV7KHUHZHUHQRILQDQFLDO
DVVHWVIRUZKLFKWKH*URXSREVHUYHGDVLJQLILFDQWLQFUHDVHLQWKHFUHGLWULVNZKLFKZRXOGUHTXLUHWKHDSSOLFDWLRQRIWKH
OLIHWLPHH[SHFWHGFUHGLWORVVHVLPSDLUPHQWPRGHO7KHUHZDVQRPDWHULDOLPSDFWUHVXOWLQJIURPWKHUHYLVHGLPSDLUPHQW
DSSURDFKXQGHU,)56,QDGGLWLRQWKHUHZHUHQRPDWHULDOPRYHPHQWVLQWKHORVVDOORZDQFHLQ
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 /LTXLGLW\ULVN
/LTXLGLW\ULVNDULVHVWKURXJKDVXUSOXVRIILQDQFLDOREOLJDWLRQVRYHUDYDLODEOHILQDQFLDODVVHWVGXHDWDQ\SRLQWLQWLPH
7KH*URXS¶VDSSURDFKWROLTXLGLW\ULVNLVWRPDLQWDLQVXIILFLHQWUHDGLO\DYDLODEOHUHVHUYHVLQRUGHUWRPHHWLWVOLTXLGLW\
UHTXLUHPHQWVDWDQ\SRLQWLQWLPH7KH*URXSPDQDJHVOLTXLGLW\ ULVNVEDVHGRQDFDVKPDQDJHPHQWSODQSUHSDUHGDQG
XSGDWHGDVDSSURSULDWHE\ILQDQFHDQGDFFRXQWLQJGHSDUWPHQWVEDVHGRQWKHUHSRUWLQJIURPHDFKGHSDUWPHQW
&KXJDLLVUDWHGDVKLJKO\FUHGLWDEOHE\PRUHWKDQRQHPDMRUFUHGLWUDWLQJDJHQF\7KHUDWLQJVZLOOSHUPLWHIILFLHQWDFFHVV
WRWKHLQWHUQDWLRQDOFDSLWDOPDUNHWVLQWKHHYHQWRIPDMRUILQDQFLQJUHTXLUHPHQWV
&RQWUDFWXDOPDWXULWLHVRIILQDQFLDOOLDELOLWLHV LQPLOOLRQVRI\HQ
7RWDO


PRQWKV


PRQWKV


PRQWKV

2YHU
\HDU

$W'HFHPEHU
$FFRXQWVSD\DEOH
2WKHUFXUUHQWOLDELOLWLHV





















7RWDOILQDQFLDOOLDELOLWLHV











$W'HFHPEHU
$FFRXQWVSD\DEOH
2WKHUFXUUHQWOLDELOLWLHV











'HULYDWLYHILQDQFLDOLQVWUXPHQWV

'HULYDWLYHILQDQFLDOLQVWUXPHQWV
7RWDOILQDQFLDOOLDELOLWLHV





















'HULYDWLYHILQDQFLDOLQVWUXPHQWVDUHKHOGIRUULVNPDQDJHPHQWSXUSRVHVDQGIRUZKLFKWKHUHLVQRLQWHQWLRQWRFDQFHOEHIRUHWKHPDWXULW\GDWH

7KHPDWXULW\DQDO\VLVRIOHDVHOLDELOLWLHVLVVKRZQLQ1RWH
 0DUNHWULVN
0DUNHWULVNDULVHVIURPFKDQJLQJPDUNHWSULFHVPDLQO\GXHWRIRUHLJQH[FKDQJHUDWHVDQGLQWHUHVWUDWHVRIWKH*URXS¶V
I
ILQDQFLDODVVHWVRUILQDQFLDOOLDELOLWLHVZKLFKDIIHFWWKH*URXS¶VQHWLQFRPHDQGHTXLW\
X
Foreign exchange risk:$FFRXQWVUHFHLYDEOHDQGDFFRXQWVSD\DEOHGHQRPLQDWHGLQIRUHLJQFXUUHQFLHVDUHH[SRVHGWR
IRUHLJQH[FKDQJHULVN7KHREMHFWLYHRIWKH*URXS¶VIRUHLJQH[FKDQJHULVNPDQDJHPHQWDFWLYLWLHVLVWRSUHVHUYHWKH
HFRQRPLFYDOXHRILWVFXUUHQWDQGIXWXUHDVVHWVDQGWRPLQLPL]HWKHYRODWLOLW\RIWKH*URXS¶VILQDQFLDOUHVXOW7KH*URXS
HQWHUVLQWRGHULYDWLYHWUDQVDFWLRQVVXFKDVIRUHLJQH[FKDQJHIRUZDUGFRQWUDFWVWRUHGXFHWKHULVNRIIRUHLJQFXUUHQF\
H[FKDQJHIOXFWXDWLRQVUHODWHGWRERWKDVVHWVDQGOLDELOLWLHVGHQRPLQDWHGLQIRUHLJQFXUUHQFLHV6RPHRIWKHVHWUDQVDFWLRQV
TXDOLI\DVFDVKIORZKHGJHVDWWKHSRLQWWKDWWKHIRUHFDVWWUDQVDFWLRQLVH[SHFWHG
:KHQPDNLQJXVHRIGHULYDWLYHVIRUKHGJLQJIRUHLJQH[FKDQJHULVNRQDVVHWVDQGOLDELOLWLHVGHQRPLQDWHGLQIRUHLJQ
FXUUHQFLHV&KXJDLFRQGXFWVVXFKRSHUDWLRQVLQDFFRUGDQFHZLWKLWVLQWHUQDOUHJXODWLRQVDQGPRQWKO\UHSRUWVDUHSUHSDUHG
RQWKHEDODQFHRIVXFKWUDQVDFWLRQVYDOXDWLRQJDLQVDQGORVVHVDQGRWKHUUHODWHGPDWWHUVDWIDLUYDOXH&RQVROLGDWHG
VXEVLGLDULHVGRQRWXWLOL]HGHULYDWLYHWUDQVDFWLRQV
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Sensitivity analysis:&KXJDLKDVILQDQFLDOLQVWUXPHQWVGHQRPLQDWHGLQFXUUHQFLHVRWKHUWKDQLWVIXQFWLRQDOFXUUHQF\7KH
WDEOHEHORZVKRZVWKHLPSDFWRQSURILWEHIRUHWD[HVUHVXOWLQJIURPDGHFUHDVHRIWKH6ZLVVIUDQFHXURDQG86GROODU
I
DJDLQVW  WKH  -DSDQHVH  \HQ  ZKLFK  LV  &KXJDL¶V  IXQFWLRQDO  FXUUHQF\  7KH  HIIHFWLYH  SRUWLRQ  RI  GHULYDWLYH  ILQDQFLDO
LQVWUXPHQWVIRUZKLFKKHGJHDFFRXQWLQJLVDSSOLHGLVH[FOXGHGIURPWKHFDOFXODWLRQ$OOFDOFXODWLRQVDUHEDVHGRQWKH
I
DVVXPSWLRQWKDWH[FKDQJHUDWHVIRURWKHUFXUUHQFLHVDUHFRQVWDQWDQGWKHUHDUHQRFKDQJHVLQRWKHUYDULDEOHVVXFKDV
LQWHUHVWUDWHV
)RUHLJQFXUUHQF\VHQVLWLYLW\DQDO\VLV

<HDUHQGH[FKDQJHUDWH \HQSHUHDFKFXUUHQF\
&+)
(85
86'
3URILWEHIRUHWD[HV PLOOLRQVRI\HQ
&+)
(85
86'


















1RWH 3RVLWLYHQXPEHUVDUHWKHDPRXQWRISRVLWLYHLPSDFWRQSURILWEHIRUHWD[HVUHVXOWLQJIURPDGHFUHDVHRIHDFKFXUUHQF\DJDLQVWWKH-DSDQHVH
\HQ7KHDPRXQWVDERYHGRQRWUHIOHFWWKHLPSDFWRQ&KXJDL¶VFD
W
VKIORZVRUIRUHFDVWUHVXOW
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7KH  LPSDFW  UHVXOWLQJ  IURP  D    GHFUHDVH  RI  HDFK  FXUUHQF\  DJDLQVW  WKH  -DSDQHVH  \HQ  RQ  WKH  ILQDQFLDO  LQVWUXPHQWV
GHQRPLQDWHGLQIRUHLJQFXUUHQF\LVVKRZQLQWKHWDEOHVEHORZ

([SRVXUH
P&+)
&+)
$FFRXQWVUHFHLYDEOH
$FFRXQWVSD\DEOH
)LQDQFLDOQRQFXUUHQWDVVHWV
&DVKDQGFDVKHTXLYDOHQWV
1RWLRQDODPRXQWVRIGHULYDWLYHILQDQFLDO
LQVWUXPHQWV
(IIHFWLYHSRUWLRQRIKHGJH










([SRVXUH
P<(1






([SRVXUH
P<(1















,PSDFW
P<(1

,PSDFW
P<(1














([SRVXUH
P(85






([SRVXUH
P<(1


,PSDFW
P<(1













































([SRVXUH
P86'

86'
$FFRXQWVUHFHLYDEOH
$FFRXQWVSD\DEOH
)LQDQFLDOQRQFXUUHQWDVVHWV
&DVKDQGFDVKHTXLYDOHQWV
1RWLRQDODPRXQWVRIGHULYDWLYHILQDQFLDO
LQVWUXPHQWV
(IIHFWLYHSRUWLRQRIKHGJH



([SRVXUH
P&+)






2WKHUWKDQDERYH
7RWDO








([SRVXUH
P(85
(85
$FFRXQWVUHFHLYDEOH
$FFRXQWVSD\DEOH
)LQDQFLDOQRQFXUUHQWDVVHWV
&DVKDQGFDVKHTXLYDOHQWV
1RWLRQDODPRXQWVRIGHULYDWLYHILQDQFLDO
LQVWUXPHQWV
(IIHFWLYHSRUWLRQRIKHGJH

,PSDFW
P<(1



2WKHUWKDQDERYH
7RWDO



([SRVXUH
P<(1


([SRVXUH
P<(1


,PSDFW
P<(1



















2WKHUWKDQDERYH
7RWDO








([SRVXUH
P86'









([SRVXUH
P<(1


,PSDFW
P<(1
































Interest rate risk:7KHUHZHUHQRGHEWDQGORDQVDW'HFHPEHUDQGJLYHQWKHQDWXUHRIOHDVHVDQGWKHFXUUHQW
ORZLQWHUHVWUDWHHQYLURQPHQWWKH*URXSLVQRWH[SRVHGWRPDWHULDOLQWHUHVWUDWHULVN
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 )LQDQFLDOLQVWUXPHQWV
&DUU\LQJYDOXHDQGIDLUYDOXHRIILQDQFLDOLQVWUXPHQWV
7KH*URXS¶VILQDQFLDOLQVWUXPHQWVDUHPDLQO\FRPSULVHGRIILQDQFLDOQRQFXUUHQWDVVHWVGHEWLQVWUXPHQWVLQFOXGHGLQ
RWKHU  QRQFXUUHQW  DVVHWV  DFFRXQWV  UHFHLYDEOH  PDUNHWDEOH  VHFXULWLHV  FDVK  DQG  FDVK  HTXLYDOHQWV  GHULYDWLYH  ILQDQFLDO
LQVWUXPHQWVLQFOXGHGLQRWKHUFXUUHQWDVVHWVDFFRXQWVSD\DEOHGHULYDWLYHILQDQFLDOLQVWUXPHQWVLQFOXGHGLQRWKHUFXUUHQW
OLDELOLWLHVGHEWDQGOHDVHOLDELOLWLHVLQFOXGHGLQRWKHUQRQFXUUHQWOLDELOLWLHVDQGRWKHUFXUUHQWOLDELOLWLHV7KHFDUU\LQJ
YDOXHVRIWKHVHILQDQFLDOLQVWUXPHQWVDUHHTXDOWRRUUHDVRQDEOHDSSUR[LPDWHVRIIDLUYDOXHV'LVFORVXUHRIWKHIDLUYDOXH
RIOHDVHOLDELOLWLHVDUHQRWUHTXLUHG
$FFRXQWLQJFODVVLILFDWLRQVDQGIDLUYDOXHVLQPLOOLRQVRI\HQ
)LQDQFLDODVVHWV
PHDVXUHGDWIDLU
YDOXHWKURXJK
2&,
$W'HFHPEHU
1RQFXUUHQWILQDQFLDODVVHWV
(TXLW\LQVWUXPHQW
2WKHUQRQFXUUHQWDVVHWV
'HEWLQVWUXPHQW
$FFRXQWVUHFHLYDEOH
0DUNHWDEOHVHFXULWLHV
'HEWLQVWUXPHQW
0RQH\PDUNHWLQVWUXPHQWV
7LPHDFFRXQWVRYHUPRQWKV
&DVKDQGFDVKHTXLYDOHQWV
2WKHUFXUUHQWDVVHWV

)LQDQFLDO
OLDELOLWLHVDW
DPRUWL]HG
FRVW

)LQDQFLDO
DVVHWVDW
DPRUWL]HG
FRVW

7RWDO





















































































$FFRXQWVSD\DEOH
2WKHUFXUUHQWOLDELOLWLHV













'HULYDWLYHILQDQFLDOLQVWUXPHQWV













7RWDOILQDQFLDOOLDELOLWLHV













'HULYDWLYHILQDQFLDOLQVWUXPHQWV
7RWDOILQDQFLDODVVHWV
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)DLUYDOXH
WKURXJK
SURILWRUORVV

)DLUYDOXH
KHGJLQJ
LQVWUXPHQWV
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)LQDQFLDODVVHWV
PHDVXUHGDWIDLU
YDOXHWKURXJK
2&,
$W'HFHPEHU
1RQFXUUHQWILQDQFLDODVVHWV
(TXLW\LQVWUXPHQW
2WKHUQRQFXUUHQWDVVHWV
'HEWLQVWUXPHQW
$FFRXQWVUHFHLYDEOH
0DUNHWDEOHVHFXULWLHV
'HEWLQVWUXPHQW
0RQH\PDUNHWLQVWUXPHQWV
7LPHDFFRXQWVRYHUPRQWKV
&DVKDQGFDVKHTXLYDOHQWV
2WKHUFXUUHQWDVVHWV

)DLUYDOXH
WKURXJK
SURILWRUORVV

)DLUYDOXH
KHGJLQJ
LQVWUXPHQWV

)LQDQFLDO
OLDELOLWLHVDW
DPRUWL]HG
FRVW

)LQDQFLDO
DVVHWVDW
DPRUWL]HG
FRVW

7RWDO





















































































$FFRXQWVSD\DEOH
2WKHUFXUUHQWOLDELOLWLHV













'HULYDWLYHILQDQFLDOLQVWUXPHQWV













7RWDOILQDQFLDOOLDELOLWLHV













'HULYDWLYHILQDQFLDOLQVWUXPHQWV
7RWDOILQDQFLDODVVHWV

)DLUYDOXHKLHUDUFK\
7KHWDEOHEHORZDQDO\VHVILQDQFLDOLQVWUXPHQWVFDUULHGDWIDLUYDOXHE\YDOXDWLRQPHWKRG7KHGLIIHUHQWOHYHOVKDYHEHHQ
GHILQHGDVIROORZV
 /HYHO±TXRWHGSULFHV XQDGMXVWHG LQDFWLYHPDUNHWVIRULGHQWLFDODVVHWVDQGOLDELOLWLHV
 /HYHO±REVHUYDEOHLQSXWVGLUHFWO\RULQGLUHFWO\RWKHUWKDQTXRWHGSULFHVLQDFWLYHPDUNHWVIRULGHQWLFDODVVHWVDQG
OLDELOLWLHV
 /HYHO±IDLUYDOXHGHWHUPLQHGXVLQJYDOXDWLRQPHWKRGZKLFKLQFOXGHVXQREVHUYDEOHLQSXWV
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)DLUYDOXHKLHUDUFK\RIILQDQFLDOLQVWUXPHQWVLQPLOOLRQVRI\HQ
/HYHO

/HYHO

/HYHO

7RWDO

$W'HFHPEHU
0DUNHWDEOHVHFXULWLHV
0RQH\PDUNHWLQVWUXPHQWV
U
'HEWVHFXULWLHV
2WKHUFXUUHQWDVVHWV
'HULYDWLYHILQDQFLDOLQVWUXPHQWV
)LQDQFLDOQRQFXUUHQWDVVHWV
(TXLW\LQVWUXPHQWVPHDVXUHGDWIDLUYDOXHWKURXJK2&,
2WKHUQRQFXUUHQWDVVHWV
'HEWLQVWUXPHQW
)LQDQFLDODVVHWVUHFRJQL]HGDWIDLUYDOXH













































2WKHUFXUUHQWOLDELOLWLHV
'HULYDWLYHILQDQFLDOLQVWUXPHQWV









)LQDQFLDOOLDELOLWLHVUHFRJQL]HGDWIDLUYDOXH









/HYHO

/HYHO

/HYHO

7RWDO

























$W'HFHPEHU
0DUNHWDEOHVHFXULWLHV
0RQH\PDUNHWLQVWUXPHQWVDQGWLPHDFFRXQWVRYHU
PRQWKV
'HEWVHFXULWLHV
2WKHUFXUUHQWDVVHWV
'HULYDWLYHILQDQFLDOLQVWUXPHQWV
)LQDQFLDOQRQFXUUHQWDVVHWV
$YDLODEOHIRUVDOHILQDQFLDODVVHWV
)LQDQFLDODVVHWVUHFRJQL]HGDWIDLUYDOXH

















2WKHUFXUUHQWOLDELOLWLHV
'HULYDWLYHILQDQFLDOLQVWUXPHQWV









)LQDQFLDOOLDELOLWLHVUHFRJQL]HGDWIDLUYDOXH









/HYHOILQDQFLDODVVHWVFRQVLVWRIFRUSRUDWHERQGVDQGTXRWHGVKDUHV/HYHOILQDQFLDODVVHWVFRQVLVWSULPDULO\RI
FHUWLILFDWHVRIGHSRVLWFDVKLQWUXVWFRPPHUFLDOSDSHUDQGGHULYDWLYHILQDQFLDOLQVWUXPHQWV
)DLUYDOXHV/HYHOILQDQFLDODVVHWVDUHGHWHUPLQHGDVIROORZV
0DUNHWDEOHVHFXULWLHVDQGGHULYDWLYHILQDQFLDOLQVWUXPHQWVDUHEDVHGRQYDOXDWLRQPRGHOVWKDWXVHREVHUYDEOHPDUNHW
GDWD  IRU  LQWHUHVW  UDWHV  \LHOG  FXUYHV  IRUHLJQ  H[FKDQJH  UDWHV  DQG  LPSOLHG  YRODWLOLWLHV  IRU  VLPLODU  LQVWUXPHQWV  DW  WKH
PHDVXUHPHQWGDWH
7KH*URXSUHFRJQL]HVWUDQVIHUVEHWZHHQOHYHOVRIWKHIDLUYDOXHKLHUDUFK\DVRIWKHHQGRIWKHUHSRUWLQJSHULRGGXULQJ
ZKLFKWKHWUDQVIHUKDVRFFXUUHG7KHUHZHUHQRVLJQLILFDQWWUDQVIHUVEHWZHHQ/HYHODQG/HYHODQGYLFHYHUVD
/HYHOILQDQFLDODVVHWVPDLQO\FRQVLVWRIXQTXRWHGVKDUHV9DOXDWLRQLVEDVHGRQYDOXDWLRQPHWKRGZKLFKLQFOXGHV
XQREVHUYDEOHLQSXWV
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5HFRQFLOLDWLRQRIILQDQFLDOLQVWUXPHQWVFODVVLILHGLQWROHYHOLQPLOOLRQVRI\HQ
)DLUYDOXHWKURXJK
RWKHU
FRPSUHKHQVLYH )DLUYDOXHWKURXJK
LQFRPH
SURILWRUORVV

7RWDO

$W-DQXDU\
*DLQVRUORVVHV
3XUFKDVHV
'LVSRVDOV
7UDQVIHUV
&XUUHQF\WUDQVODWLRQHIIHFWV






















$W'HFHPEHU







$W-DQXDU\
*DLQVRUORVVHV
3XUFKDVHV
'LVSRVDOV
7UDQVIHUV
&XUUHQF\WUDQVODWLRQHIIHFWV






















$W'HFHPEHU







'HUHFRJQLWLRQRI)972&,HTXLW\LQYHVWPHQWV
7KHIDLUYDOXHDWWKHGDWHRIGHUHFRJQLWLRQFXPXODWLYHJDLQRUORVVRQGLVSRVDODQGGLYLGHQGVUHFRJQL]HGUHODWHGWR
LQYHVWPHQWVGHUHFRJQL]HGDVDUHVXOWRIGLVSRVDORI)972&,HTXLW\LQYHVWPHQWVGXULQJWKH\HDUDUHDVIROORZV
'HFHPEHU
)DLUYDOXHDWWKHGDWHRIGHUHFRJQLWLRQ





&XPXODWLYHJDLQRUORVV
'LYLGHQGV

'HFHPEHU




7KHVHDUHPDLQO\VWRFNGLYHVWPHQWVDVDUHVXOWRIH[DPLQDWLRQE\WKH%RDUGRI'LUHFWRUVWKHVXLWDELOLW\RIVKDUHKROGLQJ
E\DVVHVVLQJPDWWHUVVXFKDVZKHWKHUWKHSXUSRVHLVDSSURSULDWHWKHFDSLWDOHIILFLHQF\LQUHODWLRQWRWKHVKDUHKROGLQJ
DQGWKHUDWLRQDOHRIWKHUHOHYDQWWUDQVDFWLRQV
7KHFXPXODWLYHJDLQRUORVVRQGLVSRVDOLVEHIRUHWD[HIIHFWDQGDPRXQWVWUDQVIHUUHGIURPRWKHUUHVHUYHVWRUHWDLQHG
HDUQLQJVLVPLOOLRQ PLOOLRQ 

 'HULYDWLYHILQDQFLDOLQVWUXPHQWV
'HULYDWLYHILQDQFLDOLQVWUXPHQWV LQPLOOLRQVRI\HQ
$VVHWV

'HFHPEHU

'HFHPEHU

)RUZDUGH[FKDQJHFRQWUDFWV





7RWDO





/LDELOLWLHV

'HFHPEHU

'HFHPEHU

)RUZDUGH[FKDQJHFRQWUDFWV





7RWDO





+HGJHDFFRXQWLQJ
+HGJH  HIIHFWLYHQHVV  LV  GHWHUPLQHG  DW  WKH  LQFHSWLRQ  RI  WKH  KHGJH  UHODWLRQVKLS  DQG  WKURXJK  SHULRGLF  SURVSHFWLYH
HIIHFWLYHQHVVDVVHVVPHQWVDWHDFKUHSRUWLQJGDWHWRHQVXUHWKDWDQHFRQRPLFUHODWLRQVKLSH[LVWVEHWZHHQWKHKHGJHGLWHP
DQG  KHGJLQJ  LQVWUXPHQW  7KH  *URXS  SHUIRUPV  D  TXDOLWDWLYH  DVVHVVPHQW  RI  WKH  KHGJH  HIIHFWLYHQHVV  DQG  WKH  *URXS
FRQFOXGHVWKDWULVNVEHLQJKHGJHGIRUWKHKHGJHGLWHPVDQGWKHKHGJLQJLQVWUXPHQWVDUHVXIILFLHQWO\DOLJQHG
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7KH*URXSPDQDJHVIRUHLJQH[FKDQJHUDWHIOXFWXDWLRQULVNVE\DSSO\LQJFDVKIORZKHGJHDQGDQLQHIIHFWLYHSRUWLRQPD\
RFFXU  ZKHQ  WKH  YROXPH  RI  KHGJHG  LWHPV  LV  ORZHU  WKDQ  WKH  KHGJHG DPRXQW  7KH  LQHIIHFWLYH  SRUWLRQ  RI  WKH  KHGJH
DFFRXQWLQJLVUHFRJQL]HGLQWKHLQFRPHVWDWHPHQWDQGLQFOXGHGLQRWKHUILQDQFLDOLQFRPH H[SHQVH ,WLVPHDVXUHGXVLQJ
WKHK\SRWKHWLFDOGHULYDWLYHPHWKRGIRUFDVKIORZKHGJHV,QWKHUHZHUHQRDFWXDOLQHIIHFWLYHQHVVEHLQJUHSRUWHGIRU
DQ\KHGJHDFFRXQWLQJUHODWLRQVKLSVRUKHGJLQJUHODWLRQVKLSVIRUZKLFKKHGJHDFFRXQWLQJLVQRORQJHUDSSOLHG 
1RQH 
7KHWDEOHEHORZVKRZVIDLUYDOXHVDQGQRPLQDODPRXQWVRIGHULYDWLYHILQDQFLDOLQVWUXPHQWVLQFOXGLQJDUDQJHRIWKH
WLPLQJRIWKHQRPLQDODPRXQWVRIWKHKHGJLQJLQVWUXPHQWVZKLFKDUHGHVLJQDWHGDVKHGJLQJLQVWUXPHQWVLQDFDVKIORZ
KHGJH$W'HFHPEHUWKH*URXSKDVWKHIROORZLQJFDVKIORZKHGJHVZKLFKDUHGHVLJQDWHGLQDTXDOLI\LQJKHGJH
I
UHODWLRQVKLS
&DVKIORZKHGJHV
1RPLQDODPRXQW
5LVNKHGJHG
)RUHLJQH[FKDQJHUDWHIOXFWXDWLRQV
)RUZDUGH[FKDQJHFRQWUDFWV

)DLUYDOXHLQPLOOLRQ\HQ
$VVHW
/LDELOLW\

&+)PLOOLRQ
86'PLOOLRQ





7RWDO





0DWXULW\UDQJH




7KH*URXSLVH[SRVHGWRIRUHLJQH[FKDQJHULVNIURPWUDQVDFWLRQVIRULQYHQWRULHVDQGRWKHUVLQIRUHLJQFXUUHQFLHVZLWK
IRUHLJQUHODWHG SDUWLHV7KH*URXS KDV HQWHUHG LQWRIRUHLJQ H[FKDQJHIRUZDUG FRQWUDFWV WR KHGJHDSDUW RIIRUHLJQ
H[FKDQJH  ULVN  6XFK  LQVWUXPHQWV  DUH  UHFRUGHG  DV  IDLU  YDOXH  DVVHWV  RI    PLOOLRQ    IDLU  YDOXH  DVVHWV  RI
PLOOLRQ 

5HFRQFLOLDWLRQRIKHGJLQJUHVHUYHVLQHTXLW\ LQPLOOLRQVRI\HQ
)RUZDUG
H[FKDQJH
FRQWUDFWV
$W-DQXDU\
(IIHFWLYHSRUWLRQRIIDLUYDOXHJDLQV
ORVVHV WDNHQWRHTXLW\
7UDQVIHUUHGWRLQFRPHVWDWHPHQW
7UDQVIHUUHGWRLQLWLDOFDUU\LQJDPRXQW
RIKHGJHGLWHPV
,QFRPHWD[HV
$W'HFHPEHU








7KHSUHVHQWYDOXHRIH[SHFWHGFDVKIORZVIURPTXDOLI\LQJFDVKIORZKHGJHVLVVKRZQLQWKHWDEOHEHORZ
I
3UHVHQWYDOXHRIH[SHFWHGFDVKIORZVRITXDOLI\LQJFDVKIORZKHGJHVLQPLOOLRQVRI\HQ

PRQWKV

7RWDO
<HDUHQGHG'HFHPEHU
&DVKLQIORZV
&DVKRXWIORZV
7RWDOFDVKLQIORZ RXWIORZ
<HDUHQGHG'HFHPEHU
&DVKLQIORZV
&DVKRXWIORZV
7RWDOFDVKLQIORZ RXWIORZ
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PRQWKV















2YHU
<HDU

















Data Section

 &DSLWDOPDQDJHPHQW
7KH *URXS  GHILQHV WKH FDSLWDO WKDW  LW  PDQDJHV  DV  WKH *URXS¶V  WRWDO  FDSLWDOL]DWLRQ  EHLQJ WKH HTXLW\ LQFOXGLQJ QRQ
FRQWUROOLQJLQWHUHVWV7KH*URXS¶VREMHFWLYHVZKHQPDQDJLQJFDSLWDODUH
 7RVDIHJXDUGWKH*URXS¶VDELOLW\WRFRQWLQXHDVDJRLQJFRQFHUQVRWKDWLWFDQFRQWLQXHWRSURYLGHEHQHILWVIR
U
U
SDWLHQWVDQGUHWXUQVWRLQYHVWRUV
 7RSURYLGHDQDGHTXDWHUHWXUQWRLQYHVWRUVEDVHGRQWKHOHYHORIULVNXQGHUWDNHQ
 7RKDYHDYDLODEOHWKHQHFHVVDU\ILQDQFLDOUHVRXUFHVWRDOORZWKH*URXSWRLQYHVWLQDUHDVWKDWPD\GHOLYHUIXWXUH
EHQHILWVIRUSDWLHQWVDQGUHWXUQVWRLQYHVWRUV
 7RPDLQWDLQVXIILFLHQWILQDQFLDOUHVRXUFHVWRPLWLJDWHDJDLQVWULVNVDQGXQIRUHVHHQHYHQWV
&DSLWDOL]DWLRQLVPRQLWRUHGDQGUHSRUWHGWRWKH&)2DVSDUWRIWKH*URXS¶VUHJXODULQWHUQDOPDQDJHPHQWUHSRUWLQJ
7KH*URXSLVQRWVXEMHFWWRUHJXODWRU\FDSLWDODGHTXDF\UHTXLUHPHQWV

&DSLWDOLQPLOOLRQVRI\HQ
'HFHPEHU
&DSLWDODQGUHVHUYHVDWWULEXWDEOHWR&KXJDLVKDUHKROGHUV

'HFHPEHU


(TXLW\DWWULEXWDEOHWRQRQFRQWUROOLQJLQWHUHVWV




&DSLWDOL]DWLRQ
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5HODWHGSDUWLHV
 &RQWUROOLQJVKDUHKROGHU
(IIHFWLYH2FWREHUWKH5RFKH*URXSDQG&KXJDLFRPSOHWHGDQDOOLDQFHWRFUHDWHDOHDGLQJUHVHDUFKGULYHQ
-DSDQHVHSKDUPDFHXWLFDOFRPSDQ\ZKLFKZDVIRUPHGE\WKHPHUJHURI&KXJDLDQG5RFKH¶V-DSDQHVHSKDUPDFHXWLFDOV
VXEVLGLDU\  1LSSRQ  5RFKH  7KURXJK  WKH  PHUJHU  &KXJDL  EHFDPH  D  PHPEHU  RI  WKH  5RFKH  *URXS  DV  WKH  VXUYLYLQJ
FRPSDQ\
&KXJDLKDVHQWHUHGLQWRFHUWDLQDJUHHPHQWVZLWK5RFKHZKLFKDUHGLVFXVVHGEHORZ
Basic Alliance Agreement:$VSDUWRIWKH%DVLF$OOLDQFH$JUHHPHQWVLJQHGLQ'HFHPEHU5RFKHDQG&KXJDL
HQWHUHGLQWRFHUWDLQDUUDQJHPHQWVFRYHULQJWKHIXWXUHRSHUDWLRQDQGJRYHUQDQFHRI&KXJDL$PRQJVWRWKHUPDWWHUVWKHVH
FRYHUWKHIROORZLQJDUHDV
7KHVWUXFWXULQJRIWKHDOOLDQFH
5RFKH¶VULJKWVDVDVKDUHKROGHU
5RFKH¶VULJKWVWRQRPLQDWHPHPEHUVRI&KXJDL¶V%RDUGRI'LUHFWRUV
&HUWDLQOLPLWDWLRQVWR5RFKH¶VDELOLW\WREX\RUVHOO&KXJDL¶VFRPPRQVWRFN
&KXJDLLVVXHVDGGLWLRQDOVKDUHVRIFRPPRQVWRFNLQFRQQHFWLRQZLWKLWVFRQYHUWLEOHGHEWDQGHTXLW\FRPSHQVDWLRQSODQV
DQGPD\LVVXHDGGLWLRQDOVKDUHVIRURWKHUSXUSRVHVZKLFKDIIHFWV5RFKH¶VSHUFHQWDJHRZQHUVKLSLQWHUHVW7KH%DVLF
$OOLDQFH  $JUHHPHQW  SURYLGHV  DPRQJVW  RWKHU  PDWWHUV  WKDW  &KXJDL  ZLOO  JXDUDQWHH  5RFKH¶V  ULJKW  WR  PDLQWDLQ  LWV
VKDUHKROGLQJSHUFHQWDJHLQ&KXJDLDWQRWOHVVWKDQ
Licensing Agreements:8QGHUWKH-DSDQ8PEUHOOD5LJKWV$JUHHPHQWVLJQHGLQ'HFHPEHU&KXJDLKDVH[FOXVLYH
ULJKWVWRPDUNHW5RFKH¶VSKDUPDFHXWLFDOSURGXFWVLQ-DSDQ&KXJDLDOVRKDVULJKWRIILUVWUHIXVDORQWKHGHYHORSPHQWDQG
PDUNHWLQJLQ-DSDQRIDOOGHYHORSPHQWFRPSRXQGVDGYDQFHGE\5RFKH
7KH5HVWRIWKH:RUOG8PEUHOOD5LJKWV$JUHHPHQW H[FOXGLQJ-DSDQDQG6RXWK.RUHD VLJQHGLQ0D\ZDVUHYLVHG
DQGWKH$PHQGHGDQG5HVWDWHG5HVWRIWKH:RUOG8PEUHOOD5LJKWV $JUHHPHQW H[FOXGLQJ-DSDQ6RXWK.RUHDDQG
7DLZDQ ZDVVLJQHGLQ$XJXVW8QGHUWKLV$JUHHPHQW5RFKHKDVWKHULJKWRIILUVWUHIXVDORQWKHGHYHORSPHQWDQG
PDUNHWLQJRI&KXJDL¶VGHYHORSPHQWFRPSRXQGVLQPDUNHWVRXWVLGH-DSDQH[FOXGLQJ6RXWK.RUHDDQG7DLZDQ
)XUWKHUWRWKHVHDJUHHPHQWV5RFKHDQG&KXJDLKDYHVLJQHGDVHULHVRIVHSDUDWHDJUHHPHQWVIRUFHUWDLQVSHFLILFSURGXFWV
'HSHQGLQJRQWKHVSHFLILFFLUFXPVWDQFHVDQGWKHWHUPVRIWKHDJUHHPHQWWKLVPD\UHVXOWLQSD\PHQWVRQDQDUP¶VOHQJWK
EDVLVEHWZHHQ5RFKHDQG&KXJDLIRUDQ\RUDOORIWKHIROORZLQJPDWWHUV
8SIURQWSD\PHQWVLIDULJKWRIILUVWUHIXVDOWROLFHQVHDSURGXFWLVH[HUFLVHG
0LOHVWRQHSD\PHQWVGHSHQGHQWXSRQWKHDFKLHYHPHQWRIDJUHHGSHUIRUPDQFHWDUJHWV
5R\DOWLHVRQIXWXUHSURGXFWVDOHV
7KHVHVSHFLILFSURGXFWDJUHHPHQWVPD\DOVRFRYHUWKHPDQXIDFWXUHDQGVXSSO\HWFRIWKHUHVSHFWLYHSURGXFWVWRPHHW
WKHRWKHUSDUW\¶VFOLQLFDODQGRUFRPPHUFLDOUHTXLUHPHQWVRQDQDUP¶VOHQJWKEDVLV
Research Collaboration Agreements:5RFKHDQG&KXJDLKDYHHQWHUHGLQWRUHVHDUFKFROODERUDWLRQDJUHHPHQWVLQWKH
DUHDVRIVPDOOPROHFXOHV\QWKHWLFGUXJUHVHDUFKDQGELRWHFKQRORJ\EDVHGGUXJGLVFRYHU\
Dividends:7KHGLYLGHQGVGLVWULEXWHGWR5RFKHE\&KXJDLLQUHVSHFWWRLWVKROGLQJVRI&KXJDLVKDUHVWRWDOHG
PLOOLRQ PLOOLRQ 
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Data Section

 0DWHULDOWUDQVDFWLRQVDQGEDODQFHVZLWKUHODWHGSDUWLHV
7UDQVDFWLRQVZLWK)+RIIPDQQ/D5RFKH LQPLOOLRQVRI\HQ

5HYHQXHV





3XUFKDVHV




)URPWKH\HDUHQGHG'HFHPEHUUHYHQXHVLQFOXGHUR\DOWLHVDQGRWKHURSHUDWLQJLQFRPHLQDGGLWLRQWRVDOHVGXH
WRWKHLQFUHDVHGVLJQLILFDQFHRIUR\DOWLHVDQGRWKHURSHUDWLQJ LQFRPH
%DODQFHVZLWK)+RIIPDQQ/D5RFKHLQPLOOLRQVRI\HQ
'HFHPEHU
$FFRXQWVUHFHLYDEOH
7UDGHDFFRXQWVSD\DEOH

'HFHPEHU







)URP'HFHPEHUDFFRXQWVUHFHLYDEOHDOVRLQFOXGHVRWKHUUHFHLYDEOHVGXHWRWKHLQFUHDVHGVLJQLILFDQFHRIRWKHU
UHFHLYDEOHV
 5HPXQHUDWLRQRINH\PDQDJHPHQWSHUVRQQHO
5HPXQHUDWLRQRIPHPEHUVRIWKH%RDUGDQGDXGLW VXSHUYLVRU\ERDUGPHPEHUVLQPLOOLRQVRI\HQ




%RDUGRIGLUHFWRUV
5HJXODUUHPXQHUDWLRQ
%RQXVHV
7HQXUHEDVHGUHVWULFWHGVWRFNFRPSHQVDWLRQSODQ
3HUIRUPDQFHEDVHGUHVWULFWHGVWRFNFRPSHQVDWLRQSODQ
&KXJDLFRPPRQVWRFNRSWLRQV
7RWDO





䠉



















$XGLW VXSHUYLVRU\ERDUGPHPEHUV
5HJXODUUHPXQHUDWLRQ
7RWDO
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6XEVLGLDULHV
6XEVLGLDULHV

&RXQWU\RILQFRUSRUDWLRQ

(TXLW\LQWHUHVW




&RQVROLGDWHGVXEVLGLDULHV
&KXJDL5HVHDUFK,QVWLWXWHIRU0HGLFDO6FLHQFH,QF
&KXJDL&OLQLFDO5HVHDUFK&HQWHU&R/WG
&KXJDL%XVLQHVV6XSSRUW&R/WG
0HGLFDO&XOWXUH,QF
&KXJDL'LVWULEXWLRQ&R/WG
&KXJDL3KDUPD0DQXIDFWXULQJ&R/WG
)RUHUXQQHU3KDUPD5HVHDUFK&R/WG
&KXJDL3KDUPD86$,QF
&KXJDL3KDUPD(XURSH/WG
&KXJDL3KDUPD8./WG
&KXJDL3KDUPD*HUPDQ\*PE+
&KXJDL3KDUPD)UDQFH6$6
&KXJDL3KDUPD(XURSH/RJLVWLFV6$6
&KXJDL3KDUPD7DLZDQ/WG
&KXJDL3KDUPD6FLHQFH %HLMLQJ &R/WG
&KXJDL3KDUPD&KLQD&R/WG
&KXJDL3KDUPD7HFKQRORJ\7DL]KRX&R/WG
&KXJDL3KDUPDERG\5HVHDUFK 3WH/WG

-DSDQ
-DSDQ
-DSDQ
-DSDQ
-DSDQ
-DSDQ
-DSDQ
8QLWHG6WDWHV
8QLWHG.LQJGRP
8QLWHG.LQJGRP
*HUPDQ\
)UDQFH
)UDQFH
7DLZDQ
&KLQD
&KLQD
&KLQD
6LQJDSRUH




















 


















1RWH &KXJDLVDQRILDYHQWLV61&EHFDPHDZKROO\RZQHGVXEVLGLDU\RI&KXJDL3KDUPD(XURSH/WGWKURXJKWKHDGGLWLRQDODFTXLVLWLRQRILWVVKDUHV
LQ-DQXDU\DQGFKDQJHGLWVQDPHWR&KXJDL3KDUPD(XURSH/RJLVWLFV6$6,QDGGLWLRQ&KXJDL3KDUPD*HUPDQ\*PE+ZDVHVWDEOLVKHGDVD
VXEVLGLDU\RI&KXJDL3KDUPD(XURSH/WGLQ)HEUXDU\

6XEVHTXHQWHYHQWV
$WWKHPHHWLQJRIWKH%RDUGRI'LUHFWRUVKHOGRQ-DQXDU\DVWRFNVSOLWDQGSDUWLDODPHQGPHQWWRWKHDUWLFOHVRI
LQFRUSRUDWLRQZDVUHVROYHG
D3XUSRVHRIWKHVWRFNVSOLW
7KHVWRFNVSOLWDLPVWRUHGXFHWKHLQYHVWPHQWXQLWSULFHIRUWKH&RPSDQ\¶VVWRFNLQFUHDVHWKHOLTXLGLW\RIWKHVWRFNVDQG
WRIXUWKHUH[SDQGWKHLQYHVWRUEDVH
E2XWOLQHRIWKHVWRFNVSOLW
D 0HWKRG
)L[LQJ7XHVGD\-XQHDVDUHFRUGGDWHWKH&RPSDQ\ZLOOVSOLWLWVRUGLQDU\VKDUHVRZQHGE\VKDUHKROGHUVOLVWHG
RUUHFRUGHGLQWKHVKDUHKROGHUUHJLVWU\WKUHHIRURQH
E 1XPEHURIVKDUHVWREHLQFUHDVHGE\WKHVWRFNVSOLW
L 7RWDOQXPEHURIVKDUHVLVVXHGEHIRUHWKHVWRFNVSOLW
G
LL ,QFUHDVHLQWKHQXPEHURIVKDUHVXSRQWKHVWRFNVSOLW
LLL 7RWDOQXPEHURIVKDUHVLVVXHGDIWHUWKHVWRFNVSOLW
LY 7RWDOQXPEHURIVKDUHVLVVXDEOHDIWHUWKHVWRFNVSOLW
F 6FKHGXOH
L $QQRXQFHPHQWRIUHFRUGGDWH
LL 5HFRUGGDWH
LLL (IIHFWLYHGDWH
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0RQGD\-XQH
7XHVGD\-XQH
:HGQHVGD\-XO\

Data Section

F(IIHFWRIWKHVHFKDQJHVRQSHUVKDUHLQIRUPDWLRQ

3HUVKDUHLQIRUPDWLRQFDOFXODWHGDVLIWKLVVWRFNVSOLWKDGWDNHQSODFHDWWKHEHJLQQLQJRIWKH\HDUHQGHG'HFHPEHU
LVDVIROORZV


%DVLFHDUQLQJVSHUVKDUH \HQ


'LOXWHGHDUQLQJVSHUVKDUH \HQ


G3DUWLDODPHQGPHQWWRWKHDUWLFOHVRILQFRUSRUDWLRQ
D 5HDVRQVIRUWKHDPHQGPHQW
,QOLQHZLWKWKHVWRFNVSOLWSXUVXDQWWRWKH$UWLFOHRIWKH&RPSDQLHV$FWRI-DSDQWKH&RPSDQ\ZLOODPHQGDVRI
:HGQHVGD\-XO\WKHWRWDOQXPEHURIVKDUHVLVVXDEOHVHWE\$UWLFOHLQWKH$UWLFOHVRI,QFRUSRUDWLRQRIWKH
&RPSDQ\
E 'HWDLOVRIWKHDPHQGPHQW
'HWDLOVDUHDVIROORZV
%HIRUHWKHDPHQGPHQW

$IWHUWKHDPHQGPHQW

$UWLFOH 7RWDO1XPEHURI6KDUHV,VVXDEOH
$UWLFOH 7RWDO1XPEHURI6KDUHV,VVXDEOH
7KHWRWDOQXPEHURIVKDUHVLVVXDEOHRIWKH&RPSDQ\ 7KHWRWDOQXPEHURIVKDUHVLVVXDEOHRIWKH&RPSDQ\
VKDOOEHVKDUHV
VKDOOEHVKDUHV
F 6FKHGXOH
(IIHFWLYHGDWHRIWKHDPHQGPHQWWRWKHDUWLFOHVRILQFRUSRUDWLRQ:HGQHVGD\-XO\
H2WKHUV
D &KDQJHLQWKHDPRXQWRIVWDWHGFDSLWDO
7KHVWRFNVSOLWZLOOQRWFKDQJHWKHDPRXQWRIVWDWHGFDSLWDO
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$GGLWLRQDOLQIRUPDWLRQ
7KLVDGGLWLRQDOLQIRUPDWLRQLVSURYLGHGIRUWKHEHQHILWRIUHDGHUVDQGGRHVQRWIRUPSDUWRIWKHFRQVROLGDWHGILQDQFLDO
VWDWHPHQWV

6LJQLILFDQWOHJDOFDVHV
$W'HFHPEHUWKH*URXSLVLQYROYHGLQWKHIROORZLQJVLJQLILFDQWOHJDOFDVHVIRUZKLFKWKHRXWFRPHFDQQRWEH
GHWHUPLQHGDWWKLVWLPHEXWIRUZKLFKWKH*URXSDVVHVVHVWKDWWKHSRVVLELOLW\RIDQ\VHWWOHPHQWWREHUHPRWH
 $UELWUDWLRQLQ(QJODQGUHJDUGLQJ$FWHPUD
,Q  0D\    0HGLFDO  5HVHDUFK  &RXQFLO  DQG  /LIH$UF  IRUPHUO\  0HGLFDO  5HVHDUFK  &RXQFLO  7HFKQRORJ\  UHTXHVWHG
DUELWUDWLRQDJDLQVW&KXJDL3KDUPDFHXWLFDO&R/WG µ&KXJDL¶ ZLWKDQDUELWUDWRUEHLQJDSSRLQWHGRQ$XJXVW,Q
$SULO8QLWHG.LQJGRP5HVHDUFKDQG,QQRYDWLRQ 8.5, ZDVHVWDEOLVKHGDQGEHFDPHWKHVXFFHVVRULQWLWOHWRWKH
0HGLFDO  5HVHDUFK  &RXQFLO  DQG  WKH  ILQDO  FODLPDQWV  LQ  WKH  DUELWUDWLRQ  ZHUH  /LIH$UF  DQG  8.5,  FROOHFWLYHO\  WKH
µ&ODLPDQWV¶ 6XPVZHUHVRXJKWIURP&KXJDLIRUDOOHJHGEUHDFKRIREOLJDWLRQVXQGHUDFROODERUDWLRQDJUHHPHQWGDWHG
$XJXVWLQFRQQHFWLRQZLWKWKHGHYHORSPHQWRIWKHKXPDQL]HGDQWLKXPDQ,/UHFHSWRUPRQRFORQDODQWLERG\
$FWHPUD  5R$FWHPUD  ,W  ZDV  FODLPHG  WKDW  &KXJDL  LV  REOLJHG  WR  SD\  UR\DOWLHV  WR  WKH  &ODLPDQWV  SXUVXDQW  WR  WKH
FROODERUDWLRQDJUHHPHQW,Q-DQXDU\&KXJDLH[HFXWHGDIRUPDOVHWWOHPHQWDJUHHPHQWZLWKWKH&ODLPDQWVWRHQGWKLV
DUELWUDWLRQ8QGHUWKHVHWWOHPHQWDJUHHPHQW&KXJDLPDGHDOXPSVXPSD\PHQWWRWKH&ODLPDQWVDVDVROHVHWWOHPHQW
SD\PHQW7KHWHUPVDQGFRQGLWLRQVRIWKLVVHWWOHPHQWDJUHHPHQWLQFOXGLQJWKHDPRXQWRIWKHVHWWOHPHQWSD\PHQWDUH
FRQILGHQWLDO7KHPDWWHULVQRZFRQFOXGHG
 3DWHQWLQIULQJHPHQWODZVXLW LQ-DSDQ UHJDUGLQJ(PLFL]XPDE
%D[DOWD %D[DOWD,QFRUSRUDWHGDQG%D[DOWD*PE+ ILOHGDODZVXLWDJDLQVW&KXJDLDWWKH7RN\R'LVWULFW&RXUWRQ0D\
 VHUYLFHRIWKHFRPSODLQW IRUDQLQMXQFWLRQDJDLQVWPDQXIDFWXUHXVDJHWUDQVIHUH[SRUWDWLRQDQGRIIHURIDQ\
WUDQVIHU  UHJDUGLQJ  HPLFL]XPDE  GHYHORSPHQW  FRGH  QDPH  $&(  DOOHJLQJ  HPLFL]XPDE  LV  LQIULQJLQJ  RQH  RI  LWV
-DSDQHVHSDWHQWV SDWHQWQXPEHU :LWKUHJDUGWRWKLVDFWLRQWKH7RN\R'LVWULFW&RXUWUHQGHUHGDGHFLVLRQLQ
IDYRURI&KXJDL¶VFODLP*LYHQWKLVUXOLQJ%D[DOWDDSSHDOHGWRWKH,QWHOOHFWXDO3URSHUW\+LJK&RXUWRQ0D\
VHUYLFHRIDSSHDO DQGDGHFLVLRQLQIDYRXURI&KXJDL¶VFODLPZDVUHQGHUHGE\WKH+LJK&RXUWRQ2FWREHU
%D[DOWDKDVILOHGDSHWLWLRQIRUWKHDFFHSWDQFHRIDILQDODSSHDOWRWKH6XSUHPH&RXUW
 3DWHQWLQIULQJHPHQWODZVXLW LQ86 UHJDUGLQJ(PLFL]XPDE
%D[DOWD %D[DOWD,QFRUSRUDWHGDQG%D[DOWD*PE+ ILOHGDODZVXLWDJDLQVW&KXJDLDQG*HQHQWHFK,QFDWWKH8QLWHG
6WDWHV  'LVWULFW  &RXUW  IRU  WKH  'LVWULFW  RI  'HODZDUH  RQ  0D\      WKH  GDWH  RI  WKH  FRPSODLQW  UHTXHVWLQJ  D  UHOLHI
LQFOXGLQJDQLQMXQFWLRQHQMRLQLQJPDQXIDFWXULQJXVLQJRIIHULQJWRVHOORUVHOOLQJHPLFL]XPDEZLWKLQWKH8QLWHG6WDWHV
RU  LPSRUWLQJ  HPLFL]XPDE  LQWR  WKH  8QLWHG  6WDWHV  %D[DOWD  ILOHG  D  VWLSXODWLRQ  RI  GLVPLVVDO  ZLWK  SUHMXGLFH  UHJDUGLQJ
%D[DOWD¶VFODLPVDJDLQVW&KXJDLZLWKWKH&RXUWRQ6HSWHPEHUDQGWKH&RXUWLVVXHGDQ2UGHU'LVPLVVLQJ
&KXJDLIURPWKLVODZVXLWRQ6HSWHPEHU ORFDOWLPH 7KH&RXUWDOVRHQWHUHGDMXGJPHQWLQIDYRXURI*HQHQWHFK
RQ)HEUXDU\*LYHQWKLV%D[DOWDDSSHDOHGWRWKH8QLWHG6WDWHV&RXUWRI$SSHDOVIRUWKH)HGHUDO&LUFXLWRQ
)HEUXDU\
 $SDWHQWLQIULQJHPHQWODZVXLW LQ86 DJDLQVW$OH[LRQ
&KXJDL  DOOHJHV  WKDW  WKH  DQWL&  DQWLERG\  $/;1  UDYXOL]XPDE  SURGXFW  DQ  LQYHVWLJDWLRQDO  GUXJ  GHYHORSHG  E\
$OH[LRQ3KDUPDFHXWLFDOV,QFLQIULQJHVRQHRILWV86SDWHQWV 863DWHQW1R UHODWLQJWRLWVSURSULHWDU\
DQWLERG\HQJLQHHULQJWHFKQRORJ\7KXV&KXJDLILOHGDSDWHQWLQIULQJHPHQWODZVXLWDJDLQVW$OH[LRQDWWKH8QLWHG6WDWHV
'LVWULFW&RXUWIRUWKH'LVWULFWRI'HODZDUHRQ1RYHPEHU WKHGDWHRIWKHFRPSODLQW UHTXHVWLQJDMXGJPHQWWKDW
WKH$/;1SURGXFWLQIULQJHV&KXJDL¶V86SDWHQWDQGLQMXQFWLYHUHOLHISUHFOXGLQJPDQXIDFWXULQJDQGVHOOLQJRIWKH
$/;1SURGXFWZLWKLQWKH86&KXJDLILOHGDQRWKHUSDWHQWLQIULQJHPHQWODZVXLWDJDLQVW$OH[LRQDWWKH8QLWHG
6WDWHV'LVWULFW&RXUWIRUWKH'LVWULFWRI'HODZDUHRQ1RYHPEHU WKHGDWHRIWKHFRPSODLQW UHTXHVWLQJD
MXGJPHQWWKDWWKH$/;1SURGXFWLQIULQJHV&KXJDL¶V86SDWHQW 863DWHQW1R DQGLQMXQFWLYHUHOLHI
SUHFOXGLQJPDQXIDFWXULQJDQGVHOOLQJRIWKH$/;1SURGXFWZLWKLQWKH86
 $SDWHQWLQIULQJHPHQWODZVXLW LQ-DSDQ DJDLQVW$OH[LRQ
&KXJDL  DOOHJHV  WKDW  WKH  DQWL&  DQWLERG\  $/;1  UDYXOL]XPDE  SURGXFW  DQ  LQYHVWLJDWLRQDO  GUXJ  GHYHORSHG  E\
$OH[LRQ3KDUPD*RGR.DLVKD -DSDQ5HJLRQDO+HDGTXDUWHUV LQIULQJHVVRPHRILWV-DSDQSDWHQWV 3DWHQW1R
DQG1R UHODWLQJWRLWVSURSULHWDU\DQWLERG\HQJLQHHULQJWHFKQRORJ\7KXV&KXJDLILOHGDSDWHQWLQIULQJHPHQW
ODZVXLWDJDLQVW$OH[LRQDWWKH7RN\R'LVWULFW&RXUWRQ'HFHPEHU WKHGDWHRIWKHFRPSODLQW UHTXHVWLQJD
MXGJPHQWWKDWWKH$/;1SURGXFWLQIULQJHV&KXJDL¶V-DSDQSDWHQWDQGLQMXQFWLYHUHOLHISUHFOXGLQJPDQXIDFWXULQJ
DQGVHOOLQJRIWKH$/;1SURGXFWLQ-DSDQ
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 $SDWHQWLQIULQJHPHQWODZVXLW LQ86 DJDLQVW)UHVHQLXV.DEL
)UHVHQLXV  .DEL  86$  //&  LQ  FRQFHUW  ZLWK  )UHVHQLXV  .DEL  2QFRORJ\  /LPLWHG  DQG  )UHVHQLXV  6(   &R  .*D$
FROOHFWLYHO\³)UHVHQLXV´ ILOHGDQ$EEUHYLDWHG1HZ'UXJ$SSOLFDWLRQ ³$1'$´ IRUDSSURYDORIDJHQHULFYHUVLRQRI
$OHFHQVDWRWKH86)RRGDQG'UXJ$GPLQLVWUDWLRQ8QGHUWKHIUDPHZRUNRIWKH'UXJ3ULFH&RPSHWLWLRQDQG3DWHQW
7HUP  5HVWRUDWLRQ  $FW  NQRZQ  DV  +DWFK:D[PDQ  $FW   &KXJDL  5RFKH  DQG  *HQHQWHFK  ILOHG  D  SDWHQW  LQIULQJHPHQW
ODZVXLWDJDLQVW)UHVHQLXVDWWKH8QLWHG6WDWHV'LVWULFW&RXUWIRUWKH'LVWULFWRI'HODZDUHRQ0DUFK
I
WKHGDWHRI
WKHFRPSODLQW DOOHJLQJVXEPLVVLRQRI$1'$LQIULQJHG&KXJDL¶V863DWHQWV 1RV
DQG 
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Glossary
Terms Related to Chugai’s Business
Unmet medical need
Medical need that is not adequately met due to a lack of
effective treatments.

First-in-class
An original drug that is highly novel and useful, and will
significantly change the therapeutic system.

Best-in-class
A drug that offers clear advantages over other existing
drugs in the same category, such as those with the same
molecular target.

Personalized Healthcare

Diversity and Inclusion

Even when a particular disease is treated with the same
drug, there may be differences in the efficacy and side
effects of that drug depending on the patient. One of the
causes is thought to be that the genetic information related
to the disease is different in each patient. Personalized
healthcare (PHC) is an approach that focuses on these
genetic-level differences to provide treatment tailored to
the characteristics of each patient’s disease. It therefore
brings significant benefits in term of efficiency, safety and
cost effectiveness.

At Chugai, diversity refers to a diversity of attributes such
as gender, age and nationality, as well as ways of thinking,
values and experience. Inclusion refers to the state of
respecting each other’s differences and the ability of
everyone to contribute and perform at his or her full
potential. When people with various backgrounds work
together, they become aware of diverse perspectives and
ideas. Companies promote diversity to create new value,
which leads to innovation. Using this awareness for
business innovation, companies promote diversity to create
better-quality products and services. Also called “diversity
and inclusion (D&I),” which refers to receptivity to diversity
and incorporating diverse opinions and ideas rather than the
simple pursuit of variety, and also encompasses the concept
of raising organizational value.

Cancer Genomic Medicine

Development pipeline

One example of PHC. Medical treatment that measures
multiple cancer-related genes in a single test using gene
panel examination and performs optimal treatment
according to each patient’s genomic profile.

At pharmaceutical companies, refers to drug candidates that
are being developed.

Biopharmaceuticals

Proof of Concept (PoC)/Early PoC
Proof of concept (PoC) is confirmation that the therapeutic
effect conceived in the research stage is effective in
humans. Early PoC means that in addition to safety, signs of
efficacy or pharmacological effect have been confirmed in a
limited number of cases.

Clinical trial
A study to verify the safety, efficacy and other
characteristics of a drug in human subjects. Studies
conducted for the purpose of filing an application for
approval are called clinical trials.
Phase I: Performed on a small number of healthy
volunteers (or, for certain disease areas and diseases, on
patients) to assess the drug’s safety and the process by
which it is absorbed, distributed, metabolized and
eliminated by the body.
Phase II: Performed on a small number of consenting
patients to determine the safest and most effective
dosage and the dosing regimen.
Phase III: Performed on a large number of consenting
patients to verify the efficacy and safety of the new drug
in comparison with existing drugs or placebo.
Phase IV: Post-marketing clinical surveillance.
Performed on a larger number of consenting patients
than in phase III studies to verify the drug’s safety and
efficacy for its approved indication(s).

Application for approval
An application submitted by a pharmaceutical company to a
regulatory agency to obtain approval for manufacturing and
marketing of a new drug after its efficacy and safety have
been verified in clinical trials. In Japan, the Minister of
Health, Labour and Welfare (MHLW) grants manufacturing
and marketing approval to substances deemed appropriate
as pharmaceuticals based on reviews by the Pharmaceutical
Affairs and Medical Devices Agency as well as academic
and other experts in the Pharmaceutical Affairs and Food
Sanitation Council.

Additional indication
A new indication for a previously approved drug.

Drugs created by applying biotechnology such as genetic
recombination. In the 1980s, when rapid advances were
made in genetic engineering, Chugai decided to shift to
research and development of biopharmaceuticals and made
related large-scale capital investments.

Therapeutic antibody
A type of biopharmaceutical, it is an artificially created
antibody used as a medicine to prevent or treat diseases.
Therapeutic antibodies are designed to act only on the
specific molecule (antigen) that causes the disease, and
therefore can be expected to provide high therapeutic
efficacy and reduce side effects. Chugai launched the first
therapeutic antibody created in Japan in 2005,
and is leading the world with its proprietary antibody
engineering technologies.

Modality
In the pharmaceutical industry, refers to the material
classification of a medicine. Until the 1990s, small molecule
drugs were virtually the only modality, but the options are
now increasing. New modalities enable new approaches to
diseases that have no effective treatment methods. Chugai
is focusing on establishing middle molecules as a third
modality, in addition to its biologics and small molecules.

Open innovation

Talent management
Talent management is the human resource strategy by
which we identify and develop leaders and highly skilled
specialists at an early stage. It is also the means by which
we improve the skills and enhance the motivation of
employees throughout the Company, with the aim of
realizing our corporate strategy and catalyzing the
creation of innovation. Each organization at Chugai has
formulated a long-term human resource development plan
and is building a talent pool of leaders.

Terms Related to the Roche Group
Roche
A pharmaceutical company established in 1896 and
headquartered in Basel, Switzerland. With business
operations in more than 100 countries, the Roche Group
contributes to medicine in a wide range of fields through its
two business segments: pharmaceuticals and diagnostics.
Central to the Roche Group’s strategy is PHC, the approach
of selecting the most appropriate treatment by using
biomarkers and diagnostic/genetic tests including genomic
profiling to identify patients most likely to show a
significant response to a particular drug. The Roche Group’s
sales in 2019 were 61.5 billion Swiss francs.

Roche Diagnostics K.K.

Generating innovative value by utilizing the technologies
and development capabilities of external research networks
such as with universities, research institutions and other
organizations.

The Japanese subsidiary of the Roche Group’s diagnostics
division. Established in 1998, Roche Diagnostics K.K.
provides a wide range of innovative diagnostic solutions,
including in-vitro diagnostics and diagnostic equipment and
research reagents and related equipment.

Translational Research

Genentech Inc.

Research that builds a bridge between the findings of basic
research by academia and the development of new
medicines by pharmaceutical companies.

Terms Related to Human Resources
Work-life synergy (Work-life balance)

Chugai’s work-life synergy aims to generate a synergistic
effect that brings forth motivation, vitality and innovation by
enhancing both work and the lives of individuals. Work-life
synergy, an advancement of the concept of work-life
balance, is necessary for a fulfilling personal life, as well as
for becoming the top innovator in the healthcare industry.

A leading biotechnology company headquartered in South
San Francisco, California. Genentech has been a member of
the Roche Group since 1990.

Foundation Medicine Inc. (FMI)
FMI was established in Massachusetts, U.S.A. in 2010. In
2015, Roche took a majority stake, and then acquired the
remaining outstanding shares in 2018 to make FMI a
wholly-owned subsidiary. Chugai established the FMI
business as a specialized unit in October 2018 to promote
uptake and product value maximization of FMI’s
“Comprehensive Genomic Profiling Service” in Japan.

Lifecycle management
The various measures taken to maximize the potential value
of a drug, including shortening development time,
expanding sales, extending the product’s life, and
conducting appropriate cost control.
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Chugai Pharmaceutical
Head Office
Nihonbashi Mitsui Tower (Reception 15F)
2-1-1 Nihonbashi-Muromachi,
Chuo-ku, Tokyo 103-8324 Japan
Tel +81-(0)3-3281-6611 (main switchboard)
URL: https://www.chugai-pharm.co.jp/english/

Research Laboratories

Ibaraki Branch
8F Nissei Mito Bldg., 2-2-27 Izumi-cho,
Mito City, Ibaraki Pref. 310-0026 Japan
Tel +81-(0)29-227-1951

Gunma and Tochigi Branch
9F East Tower, 16-11 Sakae-cho,
Takasaki City, Gunma Pref. 370-0841 Japan
Tel +81-(0)27-321-6511

Niigata Branch

1-135 Komakado, Gotemba City,
Shizuoka Pref. 412-8513 Japan
Tel +81-(0)550-87-3411

9F Niigata Ekimae Bldg., 3-2-3 Benten,
Chuo-ku, Niigata City,
Niigata Pref. 950-0901 Japan
Tel +81-(0)25-247-7331

Kamakura Research Laboratories

Nagano and Yamanashi Branch

Fuji Gotemba Research Laboratories

200 Kajiwara, Kamakura City,
Kanagawa Pref. 247-8530 Japan
Tel +81-(0)467-47-2260

Ukima Research Laboratories

8F Kenshin Matsumoto Fukashi Bldg.,
2-5-2 Fukashi, Matsumoto City,
Nagano Pref. 390-0815 Japan
Tel +81-(0)263-34-1373

5-5-1 Ukima, Kita-ku,
Tokyo 115-8543 Japan
Tel +81-(0)3-3968-6111

Tokyo Branch 1
Tokyo Branch 2
Tokyo Branch 3

Plants
(Chugai Pharma Manufacturing Co., Ltd.)

17F Osaki Bright Core Bldg.,
5-5-15 Kita-shinagawa, Shinagawa-ku,
Tokyo 141-0001 Japan
Tel +81-(0)3-5449-6760

Ukima Plant
5-5-1 Ukima, Kita-ku, Tokyo 115-8543 Japan
Tel +81-(0)3-3968-6200

Fujieda Plant
2500 Takayanagi, Fujieda City,
Shizuoka Pref. 426-0041 Japan
Tel +81-(0)54-635-2311

Utsunomiya Plant
16-3 Kiyohara-Kogyodanchi, Utsunomiya City,
Tochigi Pref. 321-3231 Japan
Tel +81-(0)28-667-7611

Branches
Hokkaido Branch
8F Nihon Seimei Sapporo Bldg., 4-1-1
Kita-sanjo-Nishi, Chuo-ku, Sapporo City,
Hokkaido 060-0003 Japan
Tel +81-(0)11-271-5311

Miyagi and Yamagata Branch
3F Sankyo Sendai Bldg., 1-12-7 Honcho,
Aoba-ku, Sendai City,
Miyagi Pref. 980-0014 Japan
Tel +81-(0)22-225-8551

Kita-Tohoku Branch
(Iwate/Aomori/Akita)

Tokyo Tama Branch
6F Tachikawa Nishiki-cho Bldg.,
1-8-7 Nishiki-cho, Tachikawa City,
Tokyo 190-0022 Japan
Tel +81-(0)42-523-6661

Hokuriku Branch
(Ishikawa/Toyama/Fukui)
13F Visage, 16-1 Showa-cho, Kanazawa City,
Ishikawa Pref. 920-0856 Japan
Tel +81-(0)76-232-6766

Osaka-Kita Branch
13F Uemura Nissei Bldg.,
3-3-31 Miyahara, Yodogawa-ku,
Osaka City, Osaka 532-0003 Japan
Tel +81-(0)6-6350-6355

Osaka-Minami Branch
14F Portas Center Bldg.,
4-45-1 Ebisujima-cho, Sakae-ku,
Sakae City, Osaka 590-0985 Japan
Tel +81-(0)72-223-1575

Nara and Wakayama Branch
5F Nara Center Bldg., 7-1-33 Omiya-cho,
Nara City, Nara Pref. 630-8115 Japan
Tel +81-(0)742-33-6011

Hyogo Branch
9F Meiji Yasuda Seimei Kobe Bldg.,
8-3-5 Isogami-dori, Chuo-ku, Kobe City,
Hyogo Pref. 651-0086 Japan
Tel +81-(0)78-241-6851

Hiroshima Branch
6F Nissei Hiroshima Bldg.,
7-32 Nakamachi, Naka-ku, Hiroshima City,
Hiroshima Pref. 730-0037 Japan
Tel +81-(0)82-543-6100

Yamaguchi Branch

5F Fujimi Hainesu Bldg., 2-7-5 Fujimi, Chuo-ku,
Chiba City, Chiba Pref. 260-0015 Japan
Tel +81-(0)43-224-1511

10F Square Shin-yamaguchi,
2-21 Ogori-kogane-machi, Yamaguchi City,
Yamaguchi Pref. 754-0021 Japan
Tel +81-(0)83-972-1666

Yokohama Branch

Tottori and Shimane Branch

3F Yokohama East Square, 1-4 Kinkou-cho,
Kanagawa-ku, Yokohama City,
Kanagawa Pref. 221-0056 Japan
Tel +81-(0)45-450-7670

6F Yonago Shoko Kaigisho Kaikan,
2-204 Kamo-cho, Yonago City,
Tottori Pref. 683-0823 Japan
Tel +81-(0)859-34-3521

Atsugi Branch

Okayama Branch

8F Nihon Seimei Hon-atsugi Bldg,
1-2-1 Asahi-cho, Atsugi City,
Kanagawa Pref., 243-0014 Japan
Tel +81-(0)46-229-2700

4F Lit City Bldg., 15-1 Ekimoto-machi, Kita-ku,
Okayama City, Okayama Pref. 700-0024 Japan
Tel +81-(0)86-214-3760

Aichi Branch

7F Ichigo Takamatsu Bldg.,
2-2-7 Kotobuki-cho, Takamatsu City,
Kagawa Pref. 760-0023 Japan
Tel +81-(0)87-811-6988

Chiba Branch

KDX Sakura-dori Bldg., 3-20-17
Marunouchi, Naka-ku, Nagoya City,
Aichi Pref. 460-0002 Japan
Tel +81-(0)52-961-8511

Kagawa and Tokushima Branch

Ehime and Kouchi Branch

5F Higashi-nihon Fudousan Morioka Ekimae
Bldg., 15-20 Morioka-ekimae-dori, Morioka City,
Iwate Pref. 020-0034 Japan
Tel +81-(0)19-625-2811

Gifu and Mie Branch
11F Nouhi Nissei Bldg., 2-8 Hashimoto-cho,
Gifu City, Gifu Pref. 500-8856 Japan
Tel +81-(0)58-252-7400

8F Taiju Seimei Matsuyama Bldg.,
4-1-1 Ichiban-cho, Matsuyama City,
Ehime Pref. 790-0001 Japan
Tel +81-(0)89-945-3600

Fukushima Branch

Shizuoka Branch

Fukuoka Branch

17F Big-i, 2-11-1 Kouriyamashi Ekimae,
Fukushima Pref. 963-8002 Japan
Tel +81-(0)24-933-6303

4F Nissei Shizuoka Ekimae Bldg.,
59-7 Kurogane-cho, Aoi-ku, Shizuoka City,
Shizuoka Pref. 420-0851 Japan
Tel +81-(0)54-252-5125

8F Echo Bldg., 2-13-34 Hakataeki-higashi,
Hakata-ku, Fukuoka City,
Fukuoka Pref. 812-0013 Japan
Tel +81-(0)92-451-8181

Kyoto and Shiga Branch

Nagasaki and Saga Branch

7F Karasuma Chuo Bldg., 659 Tearaimizu-cho,
Nishikikoji-agaru, Karasuma-dori, Nakagyo-ku,
Kyoto City, Kyoto 604-8152 Japan
Tel +81-(0)75-212-6090

Nagasaki Ekimae Daiichi Seimei Bldg.,
2-3 Nishizaka-machi, Nagasaki City,
Nagasaki Pref. 850-0051
Tel +81-(0)95-825-4772

Saitama Branch
8F Omiya Center Bldg., 1-9-6 Sakuragicho,
Omiya-ku, Saitama City,
Saitama Pref. 330-0854 Japan
Tel +81-(0)48-642-4771
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Kumamoto and Oita Branch
2F Ichigo Kumamoto Bldg., 6-7 Karashima-cho,
Chuo-ku, Kumamoto City,
Kumamoto Pref. 860-0804 Japan
Tel +81-(0)96-359-6311

Kagoshima and Miyazaki Branch
7F KSC Kamoike Bldg., 2-4-35 Yojiro,
Kagoshima City,
Kagoshima Pref. 890-0062 Japan
Tel +81-(0)99-251-1600

Okinawa Branch
11F JPR Naha Bldg.,
1-1-19 Matsuyama, Naha City,
Okinawa Pref. 900-0032 Japan
Tel +81-(0)98-861-1211

Regional Management Offices (RMO)

Chugai Research Institute
for Medical Science, Inc.
1-135 Komakado, Gotemba City,
Shizuoka Pref. 412-8513 Japan
(within the Fuji Gotemba Research Laboratories)
Tel +81-(0)550-87-5425

Chugai Business Support Co., Ltd.
5-5-1 Ukima, Kita-ku,
Tokyo 115-8543 Japan
(within the Ukima Representative Office)
Tel +81-(0)3-3968-8760

Medical Culture Inc.
Muromachi CS Bldg.,
4-6-5 Nihonbashi-Muromachi,
Chuo-ku, Tokyo 103-0022 Japan
Tel +81-(0)3-5202-8270

Chugai Distribution Co., Ltd.
Domestic
Hokkaido and Tohoku RMO
3F Sankyo Sendai Bldg., 1-12-7 Honcho,
Aoba-ku, Sendai City,
Miyagi Pref. 980-0014 Japan
Tel +81-(0)22-225-8551

Kanto-Kita and Koshinetsu RMO
8F Omiya Center Bldg., 1-9-6 Sakuragicho,
Omiya-ku, Saitama City,
Saitama Pref. 330-0854 Japan
Tel +81-(0)48-642-4771

Kanto-Minami RMO
17F Osaki Bright Core Bldg.,
5-5-15 Kita-shinagawa, Shinagawa-ku,
Tokyo 141-0001 Japan
Tel +81-(0)3-5449-6760

Tokai and Hokuriku RMO
KDX Sakura-dori Bldg., 3-20-17 Marunouchi,
Naka-ku, Nagoya City,
Aichi Pref. 460-0002 Japan
Tel +81-(0)52-961-8511

Kansai RMO
13F Uemura Nissei Bldg., 3-3-31 Miyahara,
Yodogawa-ku, Osaka City,
Osaka 532-0003 Japan
Tel +81-(0)6-6350-6355

Chugoku and Shikoku RMO
6F Nissei Hiroshima Bldg., 7-32 Nakamachi,
Naka-ku, Hiroshima City,
Hiroshima Pref. 730-0037 Japan
Tel +81-(0)82-543-6100

Kyushu RMO
8F Echo Bldg., 2-13-34 Hakataeki-higashi,
Hakata-ku, Fukuoka City,
Fukuoka Pref. 812-0013 Japan
Tel +81-(0)92-451-8181

Domestic Subsidiaries
Chugai Clinical Research Center Co., Ltd.
Nihonbashi-Honcho-2-Chome Bldg.
(Reception 3F)
2-2-5 Nihonbashi-Muromachi,
Chuo-ku, Tokyo 103-0023 Japan
Tel +81-(0)3-3273-1173

1-20 Okuwa, Kazo City,
Saitama Pref. 347-0010 Japan
(within the Kazo Distribution Center)
Tel +81-(0)480-76-0381

Chugai Pharma Manufacturing Co., Ltd.
5-5-1 Ukima, Kita-ku,
Tokyo 115-8543 Japan
(within the Ukima Representative Office)
Tel +81-(0)3-3968-6200

Forerunner Pharma Research Co., Ltd.
Komaba Open Laboratory, The University
of Tokyo, 4-6-1 Komaba, Meguro-ku,
Tokyo 153-8904 Japan
Tel +81-(0)3-5452-5726

Overseas Subsidiaries,
Affiliates and R&D Partners
Europe
Chugai Pharma Europe Ltd.
Mulliner House, Flanders Road,
Turnham Green, London W4 1NN U.K.
Tel +44-(0)20-8987-5600

Chugai Pharma U.K. Ltd.
Mulliner House, Flanders Road,
Turnham Green, London W4 1NN U.K.
Tel +44-(0)20-8987-5680

Chugai Pharma France SAS

United States
Chugai Pharma USA, Inc.
300 Connell Drive, Suite 3100
Berkeley Heights, NJ 07922 U.S.A.
Tel +1-(0)908-516-1350

Asia
Chugai Pharma Science (Beijing) Co., Ltd.
1108 Beijing Fortune Bldg.
No. 5, Dong San Huan Bei Lu,
Chao Yang District, Beijing 100004, China
Tel +86-(0)10-6590-9556

Chugai Pharma China Co., Ltd.
Building G31, No. 801 Jiankang Dadao,
Medical City, Taizhou, Jiangsu 225300 China
Tel +86-(0)523-8681-9823

Shanghai Branch
Unit 2901, Central Plaza,
No. 381 Central Huaihai Road,
Shanghai 200020 China
Tel +86-(0)21-6319-0388

Beijing Branch
1118 Beijing Fortune Bldg.
No. 5, Dong San Huan Bei Lu,
Chao Yang District,
Beijing 100004 China
Tel +86-(0)10-6590-8066

Guangzhou Branch
Unit 1508, Pearl River Tower, No. 15,
Zhujiang West Road,
Guangzhou 510623 China
Tel +86-(0)20-8363-3468

Chugai Pharma Technology Taizhou Co., Ltd.
East of the Building G31,
No. 801 Jiankang Avenue,
Medical City Taizhou, Jiangsu 225300 China
Tel +86-(0)523-8681-9822

Chugai Pharma Taiwan Ltd.
3F., No. 260, Dunhua N. Rd., Songshan District,
Taipei 10548 Taiwan, R.O.C.
Tel +886-(0)2-2715-2000

Chugai Pharmabody Research Pte. Ltd.
3 Biopolis Drive, #07-11 to 16 Synapse,
Singapore 138623
Tel +65-(0)6933-4888

Tour Franklin, Arche Sud,
100/101 Quartier Boieldieu,
92042 Paris La Défense cedex, France
Tel +33-(0)1-56-37-05-20

Chugai Pharma Europe Logistics S.A.S.
Tour Franklin, Arche Sud,
100/101 Quartier Boieldieu,
92042 Paris La Défense cedex, France
Tel +33-(0)1-56-37-05-20

Chugai Pharma Germany GmbH
Lyoner Straße 15, 60528
Frankfurt am Main, Germany
Tel +49-(0)69-663000-0
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Shareholder Information

(As of December 31, 2019)

Major Shareholders

Classification of Shareholders
Number of Percentage
Shares Held of Voting
(Thousands) Rights (%)

Name

Roche Holding Ltd

335,223

61.24

The Master Trust Bank of Japan, Ltd. (Trust Account)

30,258

5.52

JP MORGAN CHASE BANK 380055

16,388

2.99

Japan Trustee Services Bank, Ltd. (Trust Account)

16,075

2.93

STATE STREET BANK AND TRUST COMPANY 505001

Financial instruments ﬁrms
Treasury stock
Individuals
and other
Financial
institutions

Other corporations

Ownership proﬁle
559,685,889 shares

10,537

1.92

Japan Trustee Services Bank, Ltd. (Trust Account 7)

4,756

0.86

Japan Trustee Services Bank, Ltd. (Trust Account 5)

4,230

0.77

STATE STREET BANK WEST CLIENT - TREATY 505234

3,998

0.73

SSBTC CLIENT OMNIBUS ACCOUNT

3,795

0.69

Roche Holding Ltd.

NORTHERN TRUST CO. (AVFC) SUB A/C AMERICAN
CLIENTS

3,528

0.64

Foreign corporations other than Roche

Foreign
corporations
other than
Roche

Roche
Holding Ltd.

Shares: 335,223,645

59.89%

Shares: 101,135,449

Note: 12,162,354 shares of treasury stock held by the Company are not included in the above
breakdown of major shareholders.

18.07%

(Shareholder: 792)

14.40%

(Shareholder: 68)

3.38%

(Shareholder: 18,704)

2.17%

(Shareholder: 1)

Financial institutions
Shares: 80,649,192

Individuals and other

Stock Price Information (From January 1, 2019 to December 31, 2019)

Shares: 18,971,024

Stock Price

First Quarter
Second Quarter
Third Quarter
Fourth Quarter

(Shareholder: 1)

Low

High

¥6,270
6,750
7,090
8,090

¥ 7,800
7,640
8,410
10,160

Treasury stock
Shares: 12,162,354

Financial instruments ﬁrms
Shares: 6,713,622

1.19%

(Shareholder: 36)

0.86%

(Shareholder: 150)

Other corporations
Shares: 4,830,603

Share Performance1 with Stock Indices
Trading volume (right scale)
(Index)

TOPIX-17 PHARM Index2 (left scale)

Chugai (left scale)

Nikkei Average Index (left scale)
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1. Closing price on December 30, 2014 = 100
2. A capitalization-weighted index that consists of pharmaceutical companies on the Tokyo Stock Exchange, First Section.

Share Price Indicators

Price/Earnings Ratio

Price/Book Ratio

Dividend Yield

Year-end share price / Basic net income per share

Year-end share price / Equity per share attributable
to Chugai shareholders
(Times)
8.00

Dividends per share / Year-end share price

(Times)
50.00
43.37
40.00

37.73

37.86

30.00

6.46
35.02

6.00
4.00

3.70

1.37

1.55
1.35

1.39

2018

2019

4.62
1.00

20.00
2.00

10.00
0.00

1.07

2.84

0.50

0.00

2015
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CHUGAI PHARMACEUTICAL CO., LTD.
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Data Section

Corporate Overview

Editorial Policy

(As of December 31, 2019)
Company Name

Chugai Pharmaceutical Co., Ltd.

Year of Foundation

1925

Year of Establishment

1943

Address

2-1-1, Nihonbashi-Muromachi,
Chuo-ku, Tokyo 103-8324 Japan

Stated Capital

¥73,202 million

Number of Employees

7,394 (Consolidated)

Number of Shares
Issued of Common Stock

559,685,889

Number of Shareholders

19,752

Stock Listing

Tokyo Stock Exchange,
First Section

This integrated report is structured to encourage dialogue with shareholders, investors
and other stakeholders. We hope it will be useful in sharing value with you.
Scope of This Report
This report presents information on Chugai Pharmaceutical Co., Ltd. and its consolidated
subsidiaries. In some places, however, it gives data specifically pertaining to Chugai
Pharmaceutical Co., Ltd.

Timeframe
The basic timeframe for this report is the financial reporting period of January to December
2019. However, in view of the importance of providing the latest information available, some
information relating to activities that occurred in 2020 is included, mainly in research and clinical
development data.

Information in This Report

Fiscal Year-End

December 31

General Meeting of
Shareholders

March

Transfer Agent

Mitsubishi UFJ Trust and
Banking Corporation

For further information,
please contact:

Corporate Communications Dept.
Tel: +81-(0) 3-3273-3313
Fax: +81-(0) 3-3281-6607
E-mail: ir@chugai-pharm.co.jp

This report presents information that Chugai believes to be important given its significance in
building Chugai’s corporate value over the short, medium and long term, and its degree of impact
on stakeholders.

Reference Guidelines
The content of this report is focused on value creation, using as reference The International
Integrated Reporting Framework issued by the International Integrated Reporting Council (IIRC)
and Guidance for Integrated Corporate Disclosure and Company-Investor Dialogue for
Collaborative Value Creation compiled by the Ministry of Economy, Trade and Industry of Japan.
Sustainability information was prepared with reference to Environmental Reporting Guidelines
2018 issued by the Ministry of the Environment of Japan, the GRI Sustainability Reporting
Standards of the Global Reporting Initiative (GRI), and the Final Report on Recommendations
of the Task Force on Climate-related Financial Disclosures (TCFD).

External Evaluation of Chugai’s ESG Initiatives
Listed for All Four ESG Indices used by
the Government Pension Investment Fund of Japan

As the result of a third-party audit, FTSE Russell (a registered trademark of FTSE International Limited and Frank Russell Company) hereby attests that Chugai satisfies the conditions of listing on the FTSE Blossom Japan
Index and has been made a constituent stock of such index. The FTSE Blossom Japan Index was created by FTSE Russell, a global index provider, and has been designed to measure the performance of Japanese companies
demonstrating excellent environmental, social, and governance (ESG) practices. The FTSE Blossom Japan Index is widely used in the creation and evaluation of sustainable investment funds and other financial products.
The inclusion of Chugai Pharmaceutical Co., Ltd. in any MSCI index, and the use of MSCI logos, trademarks, service marks or index names herein, do not constitute a sponsorship, endorsement or promotion of Chugai
Pharmaceutical Co., Ltd. by MSCI or any of its affiliates. The MSCI indices are the exclusive property of MSCI. MSCI and the MSCI index names and logos are trademarks or service marks of MSCI or its affiliates.

Preparation and Internal Use of This Report
Management Participation in Planning
We consider this report to be an important tool for dialogue on Chugai’s value creation.
In producing it, Representative Director and Deputy Chairman Moto Ueno (left photo) and
Chief Financial Officer (CFO) Toshiaki Itagaki (right photo) engaged in discussions on its concept,
structure, content and design at a number of meetings and took responsibility up to its
completion. Interviews and confirmation of the content were conducted with Representative
Director, Chairman & CEO Tatsuro Kosaka and Representative Director, President & Chief
Operating Officer (COO) Osamu Okuda, in addition the two aforementioned officers.
Positioning of the Report within the Company
The level of awareness of this report is high within the Company, and in addition to discussions held among persons in charge in each
division during its production process, it is used in a wide range of applications including introduction at strategy briefings for employees
and use in new graduate recruiting.
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