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[Opening] Opening Remarks Mr. Hubertus von Baumbach, President of EFPIA (video)
16:00-16:10 Mr. Takahiko Iwaya, Chair of EFPIA Japan

[Part1 Lectures about Initiatives encouraging innovation]
From Industry

16:10-16:25 (1) Opening the future with the power  Ms. Kanako Kikuchi, Board Member of EFPIA Japan
of innovation
16:25-16:40 (2) Opportunities to enhance Japan’s Mr. Paul Hudson, Chief Executive Officer, Sanofi

global market attractiveness

From Government

16:40-16:55 (1) EU’s vision for innovation Mr. Jean-Eric Paquet, EU ambassador
16:55-17:10 (2) Policies of promoting innovation in  Mr. Shinichi Isa, State Minister of MHLW (video)
Japan

<Formation Change>
[Part2 Dialogues; “The importance of continuously seeking for innovations and expectations for the future”]

17:15-17:55 Moderator: someone professional
(40 min) Panelist 1. Patient Ms. Naomi Sakurai, Japan Federation of Cancer Patient Groups
Panelist 2. HCP Dr. Watanabe, Director of Japan Medical Association
Panelist 3. Government Mr. Katsufumi Jo, Assistant Vice Minister of MHLW
Panelist 4. Industry Mr. Kasper Badker Mejlvang, Board Member of EFPIA Japan
[Closing]

17:55-18:00 Closing Remarks Mr. Takahiko Iwaya, Chair of EFPIA Japan
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Part 1 Lectures

Lectures about Initiatives encouraging innovation
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EU Japan Health Innovation Forum 2023

- Opening the future with the power of innovation -

April 12, 2023
Kanako KIKUCHI

EFPIA Japan Board Member
Representative Director and President, UCB Japan Co., Ltd.
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EFPIA Japan is delivering patient-centered innovations

% Establishment: 2002 (became a general incorporated association Percentage of the total sales of
in 2022) EFPIA Japan member companies

in the ethical drug market in

% Overview: EFPIA Japan is comprised of European R&D-oriented Japan ¥
pharmaceutical companies operating in Japan. Our mission is to %
contribute to healthcare and patients in Japan through the early (0]
26%

introduction of innovative medicines and vaccines, and we aim
to strengthen dialogue with policymakers to improve healthcare

in Japan.
Proportion of new drugs
% Membership: 23 companies (as of April 2023) launched by EFPIA Japan
member companies
% Board Companies among new drugs launched
AstraZeneca K.K. Bayer Yakuhin, Ltd. recently in Japan
GlaxoSmithKline K.K. Janssen Pharmaceutical K.K.
Merck BioPharma Co., Ltd Nippon Boehringer Ingelheim Co., Ltd. 28%
Novartis Pharma K.K. Novo Nordisk Pharma Ltd.
Sanofi K.K. UCB Japan Co., Ltd.

1) Approximately 2.8 trillion yen (EFPIA Japan 2021) efp’ra
2) 46 components (EFPIA Japan 2019 — 21)
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What EFPIA Japan thinks about innovations are:

B Patients' voices are a source of innovation

B Healthcare innovation aims to:

* Bring hope to patients and change & save lives of patients and
their families

* Extend healthy life expectancy, energize society, and
contribute to better communities
* Make science and medical practice to progress

B Each one, even one who is supporting others, may

become a patient one day.

e Stakeholders should understand each other and help to create
innovations

INNOVATION

efpia *
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EFPIA Japan executes the five strategies to continue creating innovations
and bring them to patients

Drive pharmaceutical innovations while sustaining universal healthcare

Be engaged in the development of cost-effectiveness assessment processes
that ensure patient access

Promote the improvement of R&D and regulatory environments

Support the enhancement of health literacy

Leverage innovative technologies such as regenerative medicine, gene/cell therapy,
and digital and develop talent

G &HW PN

efpia *



Internal

Drugs & Vaccines innovations in Japan

1. Do innovations occur spontaneously?

2. How can patients access innovations?

ok
efpia
(JP) EFPIA HTA Viewpoint-2019Jan.pdf p *



http://www.efpia.jp/link/(JP)_EFPIA_HTA_Viewpoint-2019Jan.pdf

Internal

Drugs & Vaccines innovations in Japan

1. Do innovations occur spontaneously?

® Suitable infrastructures and regulations are needed
Agile regulatory frame in line with international standard and ready to
address/review new technologies
® Appropriate financial conditions are required: Costs? OR Investment?
Let's think about the total benefits that society may gain
* Innovations will protect people suffering from new diseases or currently uncurable diseases

* The percentage of pharmaceutical products in the total national healthcare spending has been
around 20% as direct cost but also help to save overall HC cost

2. How can patients access innovations?

A patient-friendly system must be built to help patients benefit from the
innovations they need while maintaining Universal Healthcare System

%k
efpia
(JP) EFPIA HTA Viewpoint-2019Jan.pdf p *



http://www.efpia.jp/link/(JP)_EFPIA_HTA_Viewpoint-2019Jan.pdf

Internal

An innovation-friendly environment must be built

through:

* Building an open ecosystem that fits Japan

* Introducing an International harmonized regulatory
system that starts NDA review based on the topline

results of confirmatory clinical trials

* Creating opportunities that encourage collaboration
between clinical research core hospitals and

pharmaceutical companies

% Creating opportunities to discuss how to promote
industry-government-academia collaborations in the

development of innovative new drugs

Industry

Patients

Academia

efpia *
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EFPIA Japan promotes the creation of an environment where the
patient's voice can be heard: Patient Advocacy Support by EFPIA Japan (PASE)

% PASE (Patient Advocacy Support by EFPIA Japan):
EFPIA Japan's patient group support project
launched in 2017

% Overview: PASE encourages patient groups to act
more energetically and make policymakers reflect
patients’ voices in the healthcare system in Japan,
thereby improving the healthcare environment
surrounding patients.

% PASE Awards: Every year, EFPIA Japan provides
grants to organizations contributing to the
advancement of patient rights advocacy activities.

* Education to patients about disease, treatments, etc.

\ BhpiZiEA LT |

SEENERY - c BHASEER TEEZSENTETAIAEEZIEDIEENS
- [BIRFRIEEMOIEREE#HFEOA OB e E UTESE
EEETE C20224FE 210EDASSA =T —FEhIE

- BRELZE210E0EEZE & ICRFFR=>EDEZIDAN
COENRR. EEZHMREZEENEY

- COFEWERR. fiFE/(rOv hMr—XELT, REE
BABEFREHRIC. BEHEITOT S LIFRERE
BETRZEIEE

EBCLD - BESEHNTEBIABZEBPY oo EomEs
BSN3RE : ANIVAVUFSS—ommEE
- ERELREI DI LETONARADERE oD TSR
- REFOADOMFIZIE FREFHOADOERNE

AJEhiE  $ES&ESemT
REFEEE2T2HRF

The 5th PASE Award at EFPIA Day 2022
Source: Kibo-no-Kai, an award winner

%k
efpia
EFPIA JAPAN | PASE - Patient support activities
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Internal

EFPIA Japan believes that cost-effectiveness analysis
system should ensures patient access

* EFPIA's viewpoint: Four principles of cost-effectiveness analysis (CEA)
EFPIA has significant experience in the application of HTA in European markets. EFPIA suggests the following four

principles for CEA system in Japan.

1. Should not be used for reimbursement determination in order to protect patients'
access

2. Should be used as a complementary tool for the system of drug pricing and
reimbursement

3. Evaluate ethical and social value of pharmaceuticals from a long-term perspective

4. Involve all stakeholders in comprehensive evaluation to secure transparency

(JP) EFPIA HTA Viewpoint-2019Jan.pdf

efpia *
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Decreased priority of the Japanese market may affect

the launch of new drugs in Japan
Discontinue, postpone or delay product launch in Japan

Change in priority of the Japanese market vs other
countries after the fundamental reform of the drug

pricing system * Decreases in the NHI price at the initial listing,

revisions in the future, and their predictability
Need for developing products only for Japan

5 (due to the 2-week prescription limit for newly
launched drugs)

Unit: Number of companies, n = 10

* Influence on other countries like China where
3 . . .
3 Japan's NHI prices are referred to as pricing
2 data
0 0
Increased Slightly higher  No change Slightly lower Lowered

efpia
Source: Survey on 10 EFPIA Japan board companies (September 2022) p'
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For global pharmaceutical companies to bring innovative new
drugs to Japanese patients as soon as possible, Japan needs to
have a supportive drug pricing system

Maintain the current system that ensures prompt NHI listing and
reimbursement following the NDA approval;

Evaluate the value of innovative drugs appropriately;

Provide incentives for launching new drugs in Japan earlier than other
countries;

Have a high predictability;

Be sustainable

efpia *
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Summary: EFPIA sees the following challenges as opportunities and will
continue to engage in dialogue with various stakeholders

*Creating an environment that promotes innovation

*Building a patient-friendly system to help patients benefit from the innovations
they need

*Being engaged in the development of Cost-Effectiveness Assessment processes
that ensure patient access

*Building a drug pricing system that rewards and incentivizes innovation so as to
support the stable delivery of innovative new drugs to Japanese patients

efpia *
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EU Japan Health Innovation Forum 2023

- Opportunities to enhance Japan’s global market attractiveness -

April 12, 2023
Paul HUDSON

Chief Executive Officer, Sanofi
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Japan has long been a reference in universal health coverage and historically a
strategic market for the global biopharmaceutical sector

Japan’s Universal Health Coverage has long been a model for many The time between marketing authorization and availability of new medicines in
other countries in the world. Japan is in average 60 days, compared to over 500 days in average in Europe.

1004 [ Citizens' health insurance

Length of Market Access Delays (average)
3 Government-managed health insurance
[ Society-managed health insurance Japan  HER
¥ B0 3 Mutual Aid Associations Germany TN
= Denmark [T
= Switzerland TN
= ] Sweden T
u§' Austria
S 404 Finland TN
£ Norway Y
5 Belgium [T
B AR italy T
reland T
France T

G—
1927 1931 1939 1940 1943 1949 1953 1958 1961 1970 1980 1990

Year
Source: “Japanese universal health coverage: evolution, achievements, and challenges *, The Lancet, 2011

8
8
g
g
8

Source: EFPIA

As such, Japan has been a strategic market for the global biopharmaceutical industry, and our sector has historically been
invested significantly in Japan:

« For our patients in Japan and around the world, our sector has been and continues to be at the core of the R&D and production efforts to fight COVID
pandemic and other life-threatening diseases.

* Our sector invests the most in R&D in Japan, with 14 trillion of yen over the last decade.

» And our sector is supporting over 140,000 jobs across the country.

efpia
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However, in recent years, Japan has been losing the key elements of its market
attractiveness.

Pharmaceutical R&D expenditure in major markets Pharmaceutical R&D employment in major markets
(2001-2020) [ (2001-2020) 2 s
PHARMACEUTICAL REtD EXPENDITURE IN EUROPE, USA, JAPAN AND CHINA 140000 128589 134291
(MILLION OF NATIONAL CURRENCY UNITS®), 1990-2020 123000
80,000 - 120000
§ wr
70000 : E 121129
: o 100000 e 117000 111676
60,000 :c:;\
50,000 E— 80000
. (4]}
40,000 E &0000
: E
. =
30000 : < 34039,5 34.448
20,000
: s o J— 23.132
10,000 f“*:ﬂ-*f_* 19584 29459
o0 - Amn (NN AERENE. .
1990 2000 2010 2019 2020 2002 2004 2006 2008 2010 2012 2014 2016 2018 2020
* Note: € million; USA: $ million; Japan: ¥ million x 100, China : Yuan million (**2001 year)
Source: EFPIA member associations, PARMA, JPMA, China Statistical Yearbook ’ @ 9 0 e
Europe  USA Japan China — EL + UK, CH — HiriE — A0 AN —S
Growth of pharmaceutical R&D expenditure in Europe has Pharmaceutical R&D employment has largely stalled relative to
slowed relative to US and China US and China in recent years

Xk
efpia *
Source: EFPIA
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Innovation Pipeline is exciting and transformative — Japan should not be left
out

« In 2022, global R&D funding from the large pharmaceutical sector remained high, with a record $138
billion invested in R&D by the 15 largest pharmaceutical companies. This represents an increase of
43% since 2017.

FULL PIPELINE — No. of trials started from 2017-2022 PIPELINE SUMMARY - Key Therapy Areas (% of

inclusive trials started from 2017 — 2022 inclusive)

8.000 - - Phase 1

?500 TBD“] - Phase 2 - Oncology

7.000 B Phase 3 I Infectious Disease

6.500 Neurology

6.000 Hematology

5.500 ™ Endocrinology

5.000 I Respiratory

4.500 i Il Dermatology

4.000 - 53’52& Cardlclwascular

3.500 F i Psychiatry

3.000 Ophthalmology

2500 - [ | Rheumatology

2 000 Il Gastrointestinal

1.500 I Women's / Sexual Health

1.000 - Allergy/Immunology
500 Il Hepatology

: [ | Nephrology
2017 2018 2019 2020 2021  Aug 2022 Other*

Source: IQVIA EFPIA *
efpia
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To turn around the situation, there are 3 Win-Wins to be taken advantage of to
drive a pro-innovation health ecosystem in Japan

A Ensure sustainable funding investment on innovation.

o Investing in innovative medicines to preserve good health and extending productivity of the super ageing population

o Investing in health ecosystem to enhance pandemic preparedness

—————

Improve the current pricing system for higher predictability and better
recognition of innovation.
o Providing high predictability
o Maintaining medicines’ prices during patent period
o Incentivizing early new launches in Japan
Enhance R&D environment and regulatory harmonization with global
standards to accelerate introduction of innovative medicines.

f—— o Promoting industry-government-academia collaboration in the development of advanced therapy medicinal products (ATMP).

o Encouraging and supporting capability building, experience sharing, and talent development between EU/EMA and Japan.

efpia
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We are committed to close collaboration with the Japanese government to co-
develop Japan’s health eco-system

« The European-based biopharma companies have been working closely with various governments in co-development life
science strategy.

+ We are committed to working closely with Japan government to co-develop a pro-innovation health ecosystem, to
enhance Japan’s health security and global market attractiveness.

+ We suggest leverage this EU-Japan Health Innovation Forum as an annual platform for the government-Industry strategic
dialogue, to co-develop end-to-end strategies for a better and brighter pharmaceutical sector in Japan.

Innovation
santé 2030

Faire de |a France

la 1™ nation européenne |
innovante et souveraine ' 1 | |if
en santé Nk

2021 - Conseil stratégique
des industries de santé (CS5I5)

France Innovation Santé 2030 is established in a concerted manner between the State and The Danish National Life Sciences Council enables continuous alignment on key policy goals
the pharmaceutical, device and diagnostic sectors. The strategic vision is co-constructed on between various stakeholders, including industry, government stakeholders, and patient
the basis of shared diagnosis and challenges, and the operational follow-up of the measures organizations.

is then ensured by people from the industrial sector with regular meetings with the different
ministries concerned (health, industry, research) and Macron’s office.

efpia
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Thank you very much |

HYUMNESTETNVELF!
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EU’s vision for innovation

EU’s power for innovation and DX
for people, patients and innovation

Jean-Eric Paquet
Ambassador of the European Union to Japan

EU-Japan Health Innovation Forum



» ¢ Ministry of
‘ Health, Labour
and Welfare

For people, life and future
E¥J Bl Ministry of Health, Labour and Welfare

EU-Japan Health Innovation Forum 2023

Innovation Promotion Policy in Japan

Shinichi Isa

State Minister of Health, Labour and Welfare




Importance of Innovation Promotion

B The pharmaceutical industry is an important industry
that contributes to the improvement of the nation’s

health and medical care and will be at the core of future
economic growth

B Constant promotion of innovation is a must to
deliver the innovative new drug to the nation and to
continue to grow as an industry

B The followings are being conducted as the Japanese
Government :

1. Develop strategies on the pharma industrial policy

2. Support collaboration with academia and venture
companies

3. Improve environmental foundation for the
creation of innovation

27



Strategies —Pharma Industry Vision 2021 -

(The vision that the pharma industrial policy aims to achieve)

B Improvement of scientific and technological capabilities and realization of innovation are
indispensable for the development of the pharma industry, which is a knowledge- and technology-
intensive industry, therefore, the pharma industrial policy is promoted with the aim of realizing the
following 2 points:

1. Contribute to prolonging the healthy life expectancy of Japan through innovative drug
discovery as one of the world’s most advanced drug discovery countries, as well as to
industrial and economic development through the improvement of medical research and
industrial technology capabilities

2. Pass on to the next generation a society where the nation can securely receive a good
quality of medical care through quality assurance and a stable supply of medicinal products

January 7th, 2023

LEQEMBI™ (Lecanemab) obtained
accelerated approval by the US FDA as a
therapeutic agent for Alzheimer’s disease

28



2. Collaboration - Trends in Drug Development -

Trends in drug development Strengths and challenges in Japan
Collaboration between
pharmaceutical companies and
academia/ventures is the essential m Academia and pharmaceutical
requirement for innovative new Basic companies/peripheral players
drug development research f-ﬁ are enriched
. g Lo P . - Nobel Prize-worthy
Horizontal division of work is _ innovative researches are
increasing globally V% being conducted
- Domestic/foreign mega

______ pharma companies and
Translation ! A medium-sized
al research Insufficient pharmaceutical

| ! companies with strengths

Build the ecosystem, and promote T in technology exist
the creation of innovation % ® On the other hand, the support
through collaboration Commercial functlpn prowded by_ private
S ation organizations alone in

. . . preparation - translational research are not
Formation of an open-innovation to m well established as in the US,
community where innovation is by and ;Zirgigﬁcsu?te?ﬁkground

prom_oted organically, including connecting the academia

entries from overseas or other seeds to industrialization

industries, is required.
29



Total Support Project for Medical Ventures (MEDISO)

& MEDISO (MEDIical Innovation Support Office) is a project to provide total support for
issues emerged at each step from research and development to launch to connect the
seeds for medicinal products and medical devices owned by academia and venture
companies to practical use.

MEDISO
. Part-ime _supporters (experts on
Venture MEDISO secretariat legal regulation  compliance,
ComlpaB ;es]é etc. marketing,bbusiness plan, fund-
eligible for ; : raise, usiness strategy,
SuRport Receive consultation @ intellectual ~ property  strategy,
Receive consultations g'Oba"é?t'O”' etc% .
== A Consultation @ thrO-Ugh the
= I dedicated portal 7 @ M @
— N website “MEDISO” Ul : + Qrga?rl]ze ' ‘
m— -time's er info the . ~
(Phone/email also . examineuspPI'?e consultation Interviews, O O O
available) consultation chart etc. . @ M M
Total contents deygﬁndmgn ‘ J ]
support Provide one-stop comprehensive support for venture companies, etc. on the case ] ]
° . Functions of the secretariat
g Dedicated por‘til website Q o ™) > Receive consultations, and
Informatiof) ©) @) mig examine the contents
provision » L\ @l > Prepare support plan, arrange
pp )
G Receive \ ‘ pr%sgtrgcgglﬁn interviews, matching, and
Identification| of consultations, SubpOrter preparation support for presentation
companies provide inten[/)i%w an On-line material preparation
eligible for| @__information, etc. tchir interview also
Support https;//mediso_mh|w_go_jp/ matc Ing aVa”able > Market/IP SUI‘VGYS, etC., fOF

prospective seeds

> Coordinate hands-on matching
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Project for Enhancing the Drug Discovery Ecosystem

Supplementary budget for 2022: 300 billion JPY * supplementary budget for 2021: 50 billion JPY

® Drug discovery ventures are highly difficult to achieve commercialization due to their special business
models: 1. Long development period, 2. Large amount of development funds, 3. Low success rates, 4. No sales
unless regulatory approval is obtained. In particular, the risk involved in Phase I and II clinical trials is still
high, however, the development funds jump to the scale of 5-10 billion yen.

® Globally, the development of new medicinal products has shifted to drug discovery ventures. In the new
drug/venture ecosystem in Japan vulnerable than that of the US, the smooth raising of funds that drug
discovery ventures need is difficult.

= Based also on round-table discussions, the scope of eligible business that supports practical
development in collaboration with VC is expanded other than those related to infectious diseases in
order to truly enhance the drug discovery ventures ecosystem.

Diagram for risk and funds of drug Diagram for the project

discovery development N ] .
— On the condition of VC investment, subsidies

researc up to 2 times the private investment

= Smooth securing of clinical trial fees + call
Several Tensof  Tens of for further private funds

h
Success rate 504 10% 15% 25% 65% 90%

Several hundreds

Required funds (JPY) cf millions 5 millions  Billions billions billions billions
L Fundraising from the
Main investor ~ Angel, etc. market, companies, etc. Invest

(Reqfuire a certain
H level of investment as
Certlf a requirement for

Share of the # of drug discovery development ) ad Ay
Certify '€

products for medicinal products in worldwide VC
Governm _Drug
Major pharma 159% ent Hands-on discovery
(AMED) support ventures

Medium-sized pharma 206

Ventures B0% (incl. development costs for preclinical, Phase

I and II clinical trials)

0% 20% 40% 60% B0%
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Project for Improving Biopharmaceutical Manufacturing

Bases, etc.

Supplementary budget for 2022: 100 billion JPY * supplementary budget for 2021: 223.78 billion JPY

Details of the project Diagram of the project

Project objectives/overview

® Having the capabilities to develop and produce vaccines domestically
is extremely important from the perspective of diplomacy and
security, as well as contributing to the preservation of the health of
the nation. Therefore, the Cabinet approved the strategy for
strengthening vaccine development and production as a national
strategy in June 2021 to commit continuously on a long-term basis.

® Many of the vaccines for COVID-19 are innovative
biopharmaceuticals different from conventional vaccines, such as
genetic vaccines, however, the number of manufacturing bases for
such innovative vaccines is currently limited in Japan. In addition,
many of the components required for vaccine manufacturing (culture
media, culture bags, etc.) are dependent on imports, resulting in
issues, including delivery delays.

® In this project, it secures the dual-use equipment that manufactures
biopharmaceuticals, meeting the needs of companies under normal
circumstances and can switch to vaccine manufacturing under
emergency circumstances as a preparation for future variants and
new infectious diseases. In addition, it provides support for
formulation and filling equipment that are indispensable for vaccine
manufacturing, as well as manufacturing equipment of components
necessary for medicinal product manufacturing.

Outcome objective

® Build the structure that can initiate prompt vaccine manufacturing
domestically in the event of future variants or new infectious
diseases occurrence by supporting the formation of dual-use
manufacturing bases compatible with multiple drug discovery
technologies and methods (modality).

Condition (eligible subject, eligible act, subsidy rate, etc.)

* Corporation »
S subsidy with a fund EEESITSE
(10/10) established (1) 9/10

(2) Large-sized companies 2/3,

Private
ompany, etc.

small and medium-sized companies 3/4

(1) Project for improving manufacturing bases for vaccine

« Support is provided for the installation, etc., of dual-use equipment
with dual-use capabilities, which can manufacture biopharmaceuticals
that companies normally produce under normal circumstances and
vaccines for infectious diseases under emergency circumstances, such
as pandemics.

<Diagram of the project>

° (I}enlovations necessary to convert existing facilities/equipment to
ual-use
® Installation of new dual-use equipment, facility improvement, etc.

<Diagram of dual-use equipment>
*Image picture

Normal Emergency
circumstance circumstance
Biopharmaceuti Switch .

cals (dual-use) Vaccines

Project for improving manufacturing bases for formulation and
components, etc.

« Support is provided for the installation, etc., of formulation
equipment and manufacturing equipment of components, etc.,
indispensable for vaccine manufacturing.

NaR -

ormulation
equipment

Single-use bag Filters
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3. Environmental foundation improvement - Promotion of Whole Genome

Analysis, etc. Action Plan -

“Whole Genome Analysis, etc. Action Plan 2022"” (Developed on September 30, 2022)

The stance of medical care aimed by the promotion of whole genome analysis, etc.

® Aiming to “conquer cancer and intractable diseases, etc.” in the future by proceeding with the accumulation of strategic data and promoting
research and drug discovery using such data to deliver high-quality medical care for the nation is the stance of medical care aimed by the
promotion of whole genome analysis, etc.

@ In addition, the early introduction of the analysis results into daily medical practice and the realization of personalized medicines are further
promoted.

ﬁ = o Conquer cancer and intractable

Returns for patients M diseases etc.
O Provide novel therapy, etc., by drug Promotion of PPI
development Deliver high-quali
O Provide opportunities to participate in and ELSI medical cgre Cflor tl?e,
clinical research and studies, etc. Accumulation of nation

O Provide prevention, early
detection/diagnosis, and therapy, etc.
based on individual genome information

strategic data

O Research and drug discovery
using the accumulated data

Construct high-
% quality information

Vo

Introduce the analysis results into -

daily medical practice Q infrastructure
! O Whole genome data
%)/ ( Data prc()jvisioqn ﬁ O Multiomics data
Whole genome data Cilzation O Clinical information, etc.

analysis, etc.

* PPI: Patient and Public Involvement, ELSI: Ethical, Legal and Social Issues
*The term “Cancer” in this action plan presumes cancer types, including refractory, rare, childhood, and hereditary cancers, for which a certain 33
effect is expected from the whole genome analysis, etc., but it is difficult for the private sector alone to conduct research and drug discovery, etc.



3. Environmental foundation improvement —Medical DX Promotion -

® Contribute to individual health improvement by being able to understand lifelong healthcare data

centrally by oneself from birth to present

® With the consent of the person, possible to receive high-quality medical care seamlessly through the
sharing of necessary medical information among medical institutions, etc., nationwide

® Promote operational efficiency and effective use of human resources in the medical setting through
digitalization

® Promote pharmaceutical and healthcare industries such as drug discovery and clinical trials, etc.,
through secondary use of healthcare data

Receive safe and m “momom » Promote
secure medical care EEES TR (\ Pharmaceutical/
‘mhealthcare industry

A

into the future; - e

LI

EEEEES
EEEEaEn
EEEEEE
EEEEEEN

nggn "t
t " \ - '\‘j 5,'\ rug dlscovery/
‘ . /\ clinical trials
.— Mun|C|paI|ty ~ p N *\w
I ) - Municipal R N } 1&15])
1l check N M )
Sy
nran ea
w —
M Person

\ Syst ch as Online Promotion - .
( EKZlﬁmtiu erificatign ©F PHR PrOV-|de Seal:nleSS, hlgh-

quality medical care

| A R N B N N

Promote operational

efficiency and effective
use of human resources
in the medical setting

Medical institutions, etc.

+ Electronic medical chart (injuries and diseases namey
information on allergy, infectious disease, drug contraindications,
prescrlptlons and tests (emergency, lifestyle- related diseases))

Health lnsurance claims - Electronic
rescription - Designated checkup
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3. Environmental foundation improvement - Regulatory Harmonization

Initiatives with EMA -

MHLW/PMDA has conducted international regulatory harmonization with EMA, combining
multinational and bilateral collaboration

€ Multinational cooperation:

Improve common global regulatory basis through collaborations in developing common guidelines for
pharmaceuticals, etc. (ICH) and in a place where the direction, etc. of regulatory harmonization
regarding regulatory affairs are instructed and coordinated (ICMRA)

€ Bilateral cooperation :

Implement regulatory harmonization from a perspective of practical operations through collaborations
in specific disease areas, including rare diseases, participation of PMDA experts in EMA reviews (Open
Project), and mutual dispatch of expert personnels

[Multinational cooperation (examples)] [Bilateral cooperation (examples)]

ICH (International Council for Harmonisation of Technical ~ Collaboration in specific disease areas (FDA also

Requirements for Pharmaceuticals for Human Use) part|HC|t|))ates) | ) )
Olnternational conference where drug requlatory authorities and O(:(%Sst%?)]te on regulatory concepts and responses, etc. by area

representatives of pharmaceutical industry collaborate to develop
guidelines for regulations of pharmaceuticals

(Example) - Concept of development and review collaboration in the
rare disease area

OStarted in 1990 (Europe and Japan are both early founding - GCP*Initiative (sharing of GCP audit information between
memebers) Japan, the US and Europe)  «Gcp: Good Clinical Practice

ICMRA (International Coalition of Medicines Participation in EMA review (Open Project)

Regulatory Autho_rltle_s) o O In light of COVID-19, PMDA reviewers participated in EMA

OA place where the direction, etc. of regulatory harmonization reviews and provide opinions. It will be expanded into other

regarding requlatory affairs are instructed and coordinated
O Composed of top officials of drug regulatory authorities from

areas in the future.

approximately 30 countries and regions, including Asia, Europe F

Bl o Mutual dispatch of expert personnels

O Started in 2013 OLong-term dispatch of experts from PMDA to EMA as liaisons

OChair: Executive Director of EMA (EU) Vice-Chair: Chief OSFR/?[?,&term dispatch of topic-specific experts from EMA to 35

Executive of PMDA (Japan) and others




3. Environmental foundation improvement - Japanese Regulatory System
to Asian Countries -

Basic Principles of the Asia Health and Wellbeing Initiative
(Approved by Headquarters for Healthcare Policy in July 2016, revised in July 2018)

Proceed with initiatives using a mutually beneficial approach in order to realize a society of good
health and longevity with UHC and to create a new Asia where sustainable economic growth is possible.

Dissemination of Social system
medical and . lmpr_ovement,
nursing skills e.g. Insurance
. Access to
RRaisieniol medicinal products Human resource

Japanese private and medical ‘ development :
Utilize guidelines agreed in the ICH*, etc., as a regulatory basis
*: International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
Grand Design for Asian Pharmaceutical and Medical Device Regulatory
Harmonization (Approved by Headquarters for Healthcare Policy in June 2019 and July 2020)

| development structure -

=1 U U U U (U Ol'Y

affairs harmonization

. . Develop a market without barriers by establishin
Build a network for hub sites that interngtionallv harmonized regula}/tlons in the Kcsian
conduct clinical studies in the Asian region. .
- Aim for rapid introduction of excellent Japanese
region. products in Asian countries.
!-ead to prompt and low-cost . — Asia Training Center for Pharmaceuticals and Medical
implementation of drug and medical Devices Regulatory Affairs (PMDA-ATC)
device development. e Multi and bilateral cooperation between regulatory
— Establish hub sites and a network in authorities _
cancer and infectious disease areas — Accelerated approval in the partner country that 36

referred to the review results in Japan




O Disseminate the directions and actions of G7 regarding strengthening prevention, preparation, and

G 7 Nagasaki Health Ministers’ meeting

response to future public health crises, contributing to achieving more resilient, equitable, and

sustainable Universal Health Coverage (UHC), and promoting health innovation that supports those

efforts, aiming to “better recovery” from the COVID-19 pandemic.

<Overview of Ministers’ meeting>

ODate: Saturday, May 13 and Sunday, May 14, 2023
OPlace : Nagasaki City, Nagasaki Prefecture
OVenue: Dejima Messe Nagasaki

Nagasaki City, the host city, has been actively interacting with
foreign countries for a long time serving as a trading port, and is
the place where Western medicine was introduced in Japan. The
city has a proven accomplishment of contributing to global
medical care and public health areas, mainly through Nagasaki
University, which owns the National Research Center for the
Control and Prevention of Infectious Diseases and the Institute of
Tropical Medicine, and is a perfect place to have discussions
about various international health issues.

A
E
I

[

Dejima Messe Nagasaki  Night view of the Port
of Nagasaki

<Agenda (draft)>
The following 3 points are main agenda:

1. Build and strengthen the global health
architecture to respond to the public
health crisis

2 . Contribute to achieving more resilient,
equitable, and sustainable Universal
Health Coverage through the
enhancement of the health system

3. Promote health innovation to respond
to various health issues

(*) Universal Health Coverage (UHC)
The state where every person can receive healthcare
services, including appropriate prevention, treatment,

and rehabilitation, at a payable cost
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Part 2 Dialogues

“The importance of continuously seeking for innovations
and expectations for the future”

efpia *



Internal

efmia

European Federation of Pharmaceutical
Industries and Associations

Closing Remarks

Mr. Takahiko Iwaya, President and Representative Director, Sanofi K.K.

President of EFPIA Japan
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The END
See you again!
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