Bringing New Drugs to Everyone Who Wishes Good Health
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Building a Healthcare Ecosystem for

creating innovation one after another

We contribute to improving the healthcare level around the
world through creating innovative pharmaceutical products.

The Japan Pharmaceutical Manufacturers Association (JPMA) is an organization that, as of May
2021, consists of the 74 research and development-oriented pharmaceutical companies. We
aim to confribute to improving the health and medical care of people in Japan and around the
world through creating innovative pharmaceutical products.
The world is now facing the threat of COVID-19. Under the pandemic of COVID-19, JPMA and its
member companies are reaffirming our mission, as R&D oriented pharmaceutical companies,
to develop drugs and vaccines and provide the stable supply of high quality medicines. On
the other hand, it's essential for Japanese pharmaceutical companies to further stfrengthen
our capability of developing innovative new drugs for unknown infectious diseases in order
fo fulfil unmet medical needs, which lead to protect the lives and health of patients. In order
to strengthen drug discovery capabilities, it is necessary to build a healthcare ecosystem in
Japan by establishing life science clusters in Japan consisting of human resources who conduct
cutting-edge research to discover innovative seeds, and building a big data infrastructure for
accelerating digital transformation (DX) and a drug price system that appropriately evaluates
innovation of pharmaceutical companies.
It is also necessary to prepare the environment that innovations created not only by
pharmaceutical companies but also by entrepreneurial academia or ventures are properly
evaluated at risks and more importantly intellectual properties are protected by the patent
system, where younger generation can start their own business one affer another following
success stories. In the processes, the pharmaceutical industry will play a central role in delivering
innovative new drugs to patients by leveraging cutting-edge drug discovery technology, large-
scale clinical frials capability and manufacturing know-how.
Currently, digital technologies such as Al, loT and 5G are rapidly developing. DX brought about
by data and digital technology is not only useful for the pharmaceutical industry such as seed
discovery and development of new drugs, clinical frials and post-marketing surveillance, and
stable supply of drugs, but also for disease prediction / prevention, personalized medicine, and
extending healthy life expectancy of people. It has the power to bring great benefits to society
‘ as a whole. We aim to be a DX hub in the healthcare field, by combining digital technologies
and big data infrastructures of different industries to create unprecedented new value, and
contribute to fulfilling the unmet medical needs and improving the health of people around the
world.

Furthermore, in order to build an attractive healthcare ecosystem in Japan, it is essential that
the results of innovation are properly evaluated. It is now under discussion of reviewing drug
prices and other systems in order to achieve both “promotion of innovation” and “sustainability
of universal health insurance”. JPMA will promote dialogue with all stakeholders foward the
realization of a system in which the value of new drugs as a result of innovation is properly
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b In the "JPMA Industry Vision 2025,” we advocated “Bringing Innovation in Drug Discovery to the
world,” and listed “Becoming a trustworthy industry with noble aspiration” as one of our visions.
JPMA will continue to pursue a healthier society by promoting our reforms so that we can be
strongly trusted in the changing social situation.

Yasushi Okada

Representative Corporate Officer, COO, Eisai Co., Ltd.
Biography

Mar. 1981 B.A.in Economics, Kwansei Gakuin University

Apr. 1981  Joined Eisai

Jun. 2002  Senior Director, Corporate Management Planning
Department

Jun. 2005 Vice President, Senior Director,
Administration & Planning, Prescription Drug Division

Jan. 2008 General Manager, Asia, Oceania, and the Middle East
Business Headquarters (Singapore)

President of Japan Pharmaceutical Jun. 2017  Representative Corporate Officer, Chief Talent Officer

Manufacturers Association Industry Affairs, China Business, General Affairs,

Environmental and Safety Affairs
Jun. 2019  Representative Corporate Officer, COO
A“‘——_' Industry Affairs, China Business, Data Integrity
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JPMA is a voluntary association comprising 74 research-oriented pharmaceutical companies (as
of April 1, 2021).

JPMA, established in 1968 with the mission of “realizing patient-oriented healthcare,” has been
contributing to global healthcare advocacy through the development of innovative ethical
drugs.

We are engaged with various initiatives, such as solution of common issues in the pharmaceutical
industry, activities to deepen understanding of pharmaceuticals and international

collaboration with concerned parties. Especially, we are promoting sound development of the
pharmaceutical industry by developing policy, strengthening recommendations, facilitating fo
internationalization of the industry, and boosting public relations.

In addition, JPMA takes active roles as one of the Founding Industry Members of ICH by working
collaboratively with PAnRMA and EFPIA, and also leads APAC “to expedite the launch of
innovative medicines for the peoples in Asia” as mission.

Furthermore, as a member of IFPMA, JPMA is engaged with various global health issues such

as the preparedness and management of the pandemic of infectious diseases including
COVID-19, access to medicines and protection of intellectual property, as well as the measures
against health-related Sustainable Development Goals (SDGs).

Through close information sharing and collaboration with each sister associations, JPMA
continues to act globally for the advancement of medical freatments for patients around the
world.

JPMA : Japan Pharmaceutical Manufacturers Association
PhRMA : Pharmaceutical Research and Manufacturers of America
EFPIA : European Federation of Pharmaceutical Industries and Associations
ICH : International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
APAC : Asia Partnership Conference of Pharmaceutical Association
IFPMA : International Federation of Pharmaceutical Manufacturers & Associations
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Bringing innovation in drug discovery to
the world

The recent changes in the environment surrounding the pharmaceutical industry are very drastic and
severe. The business risks are increasing due to not only factors such as the increasing difficulty of new
drug development, spiraling R&D cost, and the intensification of international competition but also the
strict control of social security expenditure. In addition, we must confinue to create innovative drugs to
fulfill our mission of contributing to the improvement in the health and welfare of people around the world
as well as to respond to expectation for economic growth.

Given this backdrop and forecasts, we as research-oriented pharmaceutical companies envisaged
guiding principles and strategic imperatives to achieve our mission towards 2025, and released “JPMA
Industry Vision 2025 in January 2016 with the value of the discovery of innovative medicines as its core
messaging to strengthen trust from society.

Driving next-generation
medicine with advanced

drug discovery
— Contribution to P4+1 medicine —

Bl G20z UOISIA Alsnpul VWA Il

Supporling to create
an advanced healthcare country \ =2
— Creating a society where people
can live long, healthy lives

with peace of mind —

Providing innovative drugs
to 8 billion people worldwide

Leading Japanese
economy forward as a
high value-added industry

Becoming a trustworthy industry with noble aspiration

‘ Vision 2025 expanded edition may 2021)
T — Accelerating the achievement of Vision 2025 by maximizing utilization of digital technologies —
(_ 1. Creating new drugs by utilizing digital 4. Providing clear, concise and
; technologies easy-to-understand drug information
- Exploring new active ingredient using -JPMA website as a platform
Artificial Intelligence (Al) - New drug information, tips for a healthy life

- Online clinical trials

2. Redlizing better life by utilizing big data 5. Ensuring stable drug supply by utilizing
digital technologies
- Examining the susceptibility to illness - Providing high quality drugs
- New diagnostic therapeutic methods - New technologies for storage and fransportation

3. Enabling the realization of a healthy life 6. Contributing to healthcare all over the

LoV A by utilizing mobile devices world
- Utilizing apps as new treatment methods - New drugs for refractory diseases around the
-Telemedicine at home world

- Optimal healthcare even in remote areas
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Bringing New Drugs to Everyone Who Wishes Good Health

Vision 1
Driving next-generation medicine with advanced drug discovery
— Contributing to P4+1 medicine —

Contributing to the realization of next-generation medicine (P4+1 medicine) refers to combining

the active utilization and application of advanced technologies with the improvement of existing
technologies to evolve drug discovery and offer optimal drugs to each patient with their understanding
at the proper time, which includes preemptive medicine.

Vision 2
Providing innovative drugs to 8 billion people worldwide

As the vision states, the aim is to provide the innovative drugs we create to people worldwide to meet
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the expectations of patients throughout the world who long for therapeutic medications.

Vision 3
Leading the Japanese economy forward as a high value-added industry

We will contribute to improving the health of many people in the world by producing innovative drugs
especially by optimizing R&D and streamlining management.

As a result, we will contribute to Japan’s economic growth and become a high value-added industry
that plays a role in the next generation in Japan.

Vision 4

Supporting to create an advanced healthcare country
— Creating a society where people can live long, healthy lives with peace of mind —

We will contribute to the advancement of patient-oriented medical care so that people can live an
even higher quality of life and to help boost the sustainability of the social security system.

Vision 5
Becoming a trustworthy industry with noble inspiration

With high aspirations, we will fulfill our mission and become an industry that is highly appraised and
frusted by all stakeholders, and whose initiatives and code of practice are respected by both
domestically and internationally.

We will deepen people’s understanding of the importance of drug discovery innovation and aim to
increase the number of people placing their hopes on, aspiring to a career in, or otherwise wishing to
participate in drug discovery.

A
Addendum

q
Our mission and contribution to global health Approach to corporate size/reorganization '
R&D: Partnerships that energize new drug development Threats to the pharmaceutical industry:
Access to drugs: Creating a framework to deliver drugs to the world Changes in product characteristics and rising development costs
Human resources cultivation: Transferring skills/knowhow Issues in R&D pharmaceutical companies:

Taking the initiative to pursue and determine optimal solutions for
business size and form
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e pharmaceutical indusiry

Our aim is to contribute to improving the health and welfare of people around the world through
contfinuous R&D and a steady supply of exceptional drugs. To accomplish this, in addition fo
tackling the resolution of a wide range of issues, we are carrying out the mission of the life science
industry through endeavors such as earnestly and tirelessly pursuing life sciences, which achieve
remarkable developments, and corporate actions based on a high level of ethics.

Moreover, not only is the pharmaceutical industry expected to strive for the realization of a

society of health and longevity by creating innovative drugs based on patient needs, but it is also
expected to confribute to economic growth in terms of stable tax-paying capacity and expansion
of investment through assured earnings for the purpose of continuing and energizing R&D activities
for new drugs. The pharmaceutical industry is also expected to contribute to the development and
spread of scientific technologies through actions including taking up challenges in cutting-edge
fields and promoting industry-academia-government collaboration in the process of vigorous R&D
activities.

These contributions by the pharmaceutical industry are greatly anticipated to lead the growth and
development of Japan as well as the world through confributions to global health that include
disseminating first-rate new drugs to the entire world and exhibiting leadership as one of the few
countries developing new drugs.

Realizing a society of
heqlth and longevity

Contribution of new drugs
o Initiatives for unmet medical needs

o Endeavors to overcome unmet
medical needs

Developing and o Eliminating drug lag
delivering scientific
technologies

o Collaborative system for
industry-academia-government

o Challenges in cutting-edge fields

o Cultivation/utilization of advanced,
diverse human resources

Contribution to
global health

o Global rollout of new drugs
o Collaboration with Asian

he mission of
the life science
indusiry

Conftribution to improving founm,es o in
the health and welfare n(;'\?vogrjgse N ey
of people around o Three major infectious
< theglobe diseases and NTDs

Contribution to economic growth

o Stable, high-level tax-paying capacity

o The pharmaceutical industry as a high value-added industry
e Investments in R&D
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Bringing New Drugs to Everyone Who Wishes Good Health

The R&D indusiry

Bringing a new drug fo patients involves numerous steps that start with the discovery of a

new substance that becomes the basis for the drug and include basic research, non-clinical
researches, clinical trials and regulatory review. On average, the process is said to take more than
10 years. In addition, significant R&D expenditures are required to support that kind of years-long
research and development. The consideration that goes into developing new drugs in Japan is
indicated by the ratfio of those R&D expenditures. While the ratio of R&D expenditures to sales in
the manufacturing industry in Japan is 4.28%, it is 10.08% for the pharmaceutical industry with an
average of 17.30% for 10 major pharmaceutical manufacturers.

R&D Expenditures/Ratio to Net Sales
%) by Main Manufacturing Industries in Japan (2019)
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Source: "Survey of Research and Development (2020)" by the Ministry of Internal Affairs and Communications
Reference: Prepared by the Office of Pharmaceutical Industry Research based on Japan Pharmaceutical Manufacturers Association (JPMA)

rug development capabilities in Japan

Only a few countries in the world Global Sales of Pharmaceutical Drugs

develop new drugs since the A Comparison of Origins by Countryfor the Top 100 Drugs (2019)
technology fo do so is exiremely Ausfralia 1 ifem BN tay  titem
advanced and sophisticated. E= S.eden 2items B seigium 1 item

Among these countries, Japan B B France  3items
is honored fto be ranked third in
the world for the number of new
drugs developed.

Currently, there is fierce global o

Zhs -
||

competition in new drug i i
development. Continuous and 8 items — h

ogg.ressive R&D is required to Geﬁmy 43 }?'e/?ﬁs
maintain Japan's world-class 8 items
drug development capabilities.

JPMA member companies

will continue to aggressively
challenge on R&D fo carry out
the mission of the life science

l i— —=_ lsrael 1item

Switzerland
10 items

A Source: Prepared by Office of Pharmaceutical Industry Research based on Copyright © 2020 IQVIA.
|ndUSh’y. IQVIA World Review Analyst 2019, IQVIA Pipeline & New Product Inteligence, Evaluate Pharma,
Clarivate Analytics Cortellis Competitive Intelligence.(Reprinted with permission)
Reference: Office of Pharmaceutical Industry Research's News No. 61 (November 2020)
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he Challenge of Unmet Medical Needs

“Unmet medical needs” refers to the strong demand for pharmaceutical products and medical
care targeting diseases for which effective therapeutics approach has yet to be established. The
contribution of new drugs has been improving the level of satisfaction with medical tfreatments

for diseases shown in the upper right of the figure. On the other hand, there are few breakthrough
therapies for the diseases in the lower left of the figure, and new drugs are expected to contribute.
In response to strong societal demand, JPMA member companies are actively tackling R&D for
development of medications to satisfy unmet medical needs, such as Alzheimer’s and psychiatric/
neurological diseases.

Migraine
Ulcerative colitis
Prostate  Allergic rhinitis

Rheumatoid arthritis

100% MRSA cancer iabetes
— (o2 i T T T A I B R e 2
e Overactive bladder syndrome Lcloncnt |YmFéf£)C|>ggsy ASThEn.%Hyperfension
[0} Lung cancer Leuke:mc \. -« Chronic constipation
o 90% - Atopic dermatitis Cietis dlseas e\ HoorS .OProsfohc hypertrophy
) 3 ea [}
[ SLE/Systemic lupus erythematosus Breast cancere. foilore: Osteopoross Myocardial infrochon
Q L . 4 ® Glaucoma
3 80% Depressone ™ oEndomainoss &2 Colorectahconcr%{c
2 ) . Anxiety neurosis® i Psoriasis @ e Stomach cancer
) Schizophrenia @ H Functional & COPD/Chronic obstructive pulmondry disease
o 70% Neuropathic paine CEEEl Liver cancer :
= Parkinson's disease @ IBS/Irritable bowel syndrome
8 Nontuberculous mycobacterial infection ® Cerzlccl Concere @ Cerebral infarction Y ]
=  60% - Restless Iegs syndrome .\
0 PAD/Peripheral arterial disease
g Diabetic nephropcfhy Diabetic retinopathy  Abdominal pressure-induced
2 50% g DO SIS gl g nconinenCe |
o ° Pancreatic cancer ® ; o Cerebral hemorrhage :
=4 Systemic sclerosis ® CKD/ChEomc (including subarachnoid hemorrhoge)
o Painful Diabetic nephropathy @ Kidney disease ® Arthrosis deformans
2 A40% ° Flbromyclg|o
s : ® NASH/Non-alcoholic steatohepatitis
o
% 30% vascular dementia ¢ ® |diopathic Pulmonqry Fibrosis
Q Alzheimer's disease ® ° Sorcopemc ]
(@] 3
Q  20% +
% ® ALS/Amyotrophic Lateral Sclerosis
Q
§ 10%
0]
S
=8

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%
Level of satisfaction with medical tfreatment

Source: Japan Human Sciences Foundation, partially modified from FY2020 Japan's Basic Technologies Survey Report (Medical
Needs Survey on 60 diseases (The 6™) [Analysis])

elopment Process (the path to new drug creation)

In the basic research stage, researchers produce
numerous compounds and explore the kind of
actions these compounds possess and whether
they have an effect on target diseases. Later,
non-clinical researches on animals and cells, and
clinical trials on humans are implemented to verify
safety and efficacy. After undergoing regulatory
review and approval, a hew drug can finally be
launched for sale. This process requires 9 to 16
years. Furthermore, only about 1 in 22,000 of all such
chemical compounds finally became a new drug
(according to research by JPMA). Most compounds

Basic research 2-3 years

Clinical trials

Application for regulatory
approval and review About 1 year

T
paiinbal a1p |p}o} Ul SID3A 91-4

Lzl e e are never redlized as drugs. Pharmaceutical
companies exert great efforts over a long period
Commercial launch of time to create pharmaceutical products that

protect human life.
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pan’s drug market from a global perspective

During the 20 years from 2000-2019, the global drug market more than fripled in size. However,
growth in the Japanese market became nearly indiscernible. It slipped from having been second
only to the North American market in size fo third place after being overtaken by the Chinese
market from 2013. In addition, Japan’s market share in 2019 was approximately half of what it was
in 2000. It is evident even from a global perspective that growth of Japan’'s drug market has been
stifled by factors such as repeated reductions in drug pricing.

2000 - 357.7 billion USD

v
0 200 400 600 800 1,000 1,200 1,400
(Bilion USD)

Changes in market shares of national pharmaceutical markets worldwide

North America { Jopan|

2000 44.0% 1.4% 16.2% 4.7% 4.7% 3.1% 3.1% 22.9%
v v v v v v v v
2019 42.5% 11.2% 7.0% 4.2% 2.8% 2.6% 2.3% 27 .2%

*The values show the changes in market shares, with the total market price in each year in the above graph being 100%.

Source: Copyright © 2020 IQVIA. Prepared by the Office of Pharmaceutical Industry Research based on IQVIA World Review Analyst 2000, 2019 (Reprinted with permission)

The pharmaceutical industry not only makes contributions through pharmaceutical products, but
it also promotes the stabilization of social infrastructure through reliable tax-paying capacity. In
recent years, it has maintained a high level of tax payments. Moreover, in the Future Investment
Strategy determined by the government, the pharmaceutical industry is expected to play a major
role in achieving the strategic area of extending a healthy life expectancy.

Shifts in Payable Taxes in Japan for Major Manufacturing Industries

(Billion yen) Source: Non-JPMA figures based on
1,400 “Corporate Tax, Residents’ Tax and
! Business Tax," Ministry of Finance,
™ Financial Statements Statistics of
\ Corporations; JPMA figures from

== Automobiles/Car accessories
1,200 ~hw= Electrical machinery the research by the Office of

B— | 5
= == Information and communication \ / \ EZ’;’;@%ﬁ%@ﬁ;‘gﬁ;ﬁéﬁ?ﬁiC”Ch
1,000 machinery [} u overview of JPMA's activities.
’ == Steel \ Note 1: “Corporate Tax, Residents' tax and

. Business Tax" excluding deferred
1@ harmaceutical products (JPMA) taxes s populated fo esfimate

800 / [ | taxes paid in each fiscal year.

Note 2: The figures of non-JPMA industries
are estimated from sample surveys.

600 . 51 8.9 u Note 3: In 2008 to 2009, the industrial
420 6/ 422.5 4508 classification of corporation

7%
—, tatistics were changed
_— ) o A, statistics were changed.
400 ® 314.4 / W‘ 6 Note 4: Tabulated data for JPMA is not
13 8 2 consistent throughout the entire

30. e e .2
A—h— /.\H— o .x period for reasons that include
200 \ changes in member companies
= /x S ] = 228.5 251.9 236 8] due to new membership,

¥ \x O S — / withdrawal and corporate

. "‘( . . . % . . I\X | consolidation, etc.; changes in data
0 disclosure due to fransition to a
“ o A % a holding company, etc.; and
S S S S S changes in disclosure to surveys and
v % v > Vv responses fo surveys in each year.
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Ensuring more accurate understanding of pharmaceutical
products and the pharmaceutical industry

Ensuring accurate understanding of pharmaceutical products and industry is critical
to realize the value of medicines. JPMA communicates information of pharmaceutical
products to a wide range of relevant parties and develops PR activities to deepen
understanding of our products and industry.

Communicating with leaders in various fields

The JPMA Forum is held to bring together representatives of member
companies to exchange opinions with leaders in a variety of fields related to
the JPMA, including Diet members, the government, relevant organizations,
opinion leaders, patient groups and media.

The 19™ JPMA Forum

Accelerate access to innovative medicines for Asia

APAC is an industry-driven initiative led by R&D-based pharmaceutical
associations affiliated with the International Federation of Pharmaceutical
Manufacturers & Associations, regulatory authorities from various countries
and academia. The key objective is to accelerate access to innovative
medicines for people in Asia by promoting mutual understanding of

The 10" Asia Partnership Conference of common issues and discuss solutions.
Pharmaceutical Associations
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Strengthening Japan’s global competitiveness
in the pharmacevutical industry

The purpose of Intellectual Property Forum is to exchange opinions with

a wide range of experts and related parties on various issues related to
infellectual property in order for pharmaceutical industry in Japan fo
maintain competitiveness and continue to develop in the international
economic society, and to actively/effectively announce JPMA's proposals
related to intellectual property, and ultimately to promote its realization.

2021 Life Science Intellectual Property
Forum

Visions of the pharmaceutical industry

The Policy Seminar shares the future vision of the pharmaceutical industry
through panel discussions and lectures by experts of government and
academia, with the aim of further enhancing integrated initiatives by
industry, academia and government.

The 32" JPMA Policy Seminar

Communicating with patients

i Patient Group Seminars are held to promote cooperation with patients to

m exchange opinions and efforts towards developing new medicines through
R&D. In addition, the “Together with patients” page at JPMA website
provides a variety of useful information for patient and their family.

The 36th JPMA Patient Group Seminar
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Bringing New Drugs to Everyone Who Wishes Good Health

JPMA widely announces information on medicines and the pharmaceutical industry
and our messages on the JPMA website. In addition to publications for proper
understanding of medicines, we also publish the JPMA Newsletter to communicate our
activities in an easy-to-understand manner.
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JPMA website top page

The JPMA Newsletter (digest version)

The JPMA Newsletter is also
distributed as an email
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Drug information for elementary and jr. high school students

Smme — Useful information on
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Office of Pharmaceutical Indusiry Research
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The Office of e
Pharmaceutical x| v own
Industry Research (OPIR)
functions as a thinktank
for the pharmaceutical
industry and publishes
the “Research Paper
Series,” “Industry
Reports,” and “OPIR
Views and Action.”
These are also publicly
disclosed through its
website.

@ Piokupt

ERERBRGARS

(URL http://www.jpma.or.jp/opir/index.ntmil)
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magazine. Registration can be
made on the website.

Drug Information Q&A 55

Tell Me More About New Drugs! Textbook

EEETI

JPMA Guide 2021

]
>
o)
3
Q
=
o
5
Q
i)
>
o
-
S
O
®
Q
o
<<
—
U
<
>
]

11



O

JPMA

Confributing Society with New Pharmaceuticals

Japan Pharmaceutical Manufacturers Association (JPMA)

Nihonbashi Life Science Bldg.
2-3-11 Nihonbashi-honcho, Chuo-ku, Tokyo 103-0023
TEL. 03-3241-0326 FAX. 03-3242-1767

http://lwww.jpma.or.jp/
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