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Japan has Comparative Advantage Internationally in the Health Sector

Japan’s Motive (1)

» After the Second World War, Japan knew that the task of rebuilding a nation
would require investments not only in new infrastructure but also in human
capital

* Japan made a political choice: a choice to invest in the health of its population
through universal health insurance

* Today, Japan has the world’s longest life expectancy and the world’s third-largest
economy. In 2021, Japan celebrated the 60" anniversary of its UHC

* Accessible, effective, efficient, available to all citizens and affordable

HALE (Healthy life expectancy), years

® Japan, Males, All Ages 72.49

753 ® lapan, Females, All Ages 75.13
744 ® France, Males, All Ages 70.50
73 ® France, Females, All Ages 72.44
:i: = Germany, Males, All Ages 69.15
o] » Germany, Females, All Ages 70.25
50 Italy, Males, All Ages 70.47
68 - Italy, Females, All Ages 71.91
67" United Kingdom, Males, All Ages 68.62
66 - # United Kingdom, Females, All Ages 69.58
. = Canada, Males, All Ages 69.69
64 » Canada, Females, All Ages 71.19
zz: = United States of America, Males, All Ages 64.48
| ® United States of America, Females, All Ages 66.37

T T T T T
1950 1985 2000 2005 2010 2015

Reference: HALE (Healthy life expectancy), GBD Results Tool, Institute for Health Metrics and Evaluation (Access: 12t April, 2021)



http://ghdx.healthdata.org/gbd-results-tool

High-Level Advisory Panel for a Special Report on Human Security

The Search for Future-oriented Pacifism
Organizing the Concept of Human Security

Japan’s Motive (2)

Human Security

« The concept of human
security was first publicly
addressed in UNDP’s Human
Development Report in 1994,

« It was subsequently
discussed under the
Commission on Human
Security established in 2001
and co-chaired by former UN
High Commissioner for
Refugees Ms. Sadako Ogata
and Professor Amartya Sen.
In 2003, a report entitled
“Human Security Now” was
published.

Source : Establishment of High-Level Advisory Panel for a Special Report on Human Security | Ministry of Foreign Affairs o
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https://www.mofa.go.jp/mofaj/press/release/press22_000150.html

Millennium Development Goals (MDGs): Goals and Targets

The MDGs were universal development goals that
integrated the United Nations Millennium Declaration,
which was adopted at the United Nations Millennium

Summit in New York in September 2000. There were 8
goals, including eradicating extreme poverty and hunger,

that were to be achieved by 2015.

1 Eradicate extreme poverty and hunger

eTarget 1.A

Halve, between 1990 and 2015, the proportion of people
whose income is less than $1 a day.

eTarget 1.B

Achieve full and productive employment and decent work for

all, including women and young people.
eTarget 1.C

Halve, between 1990 and 2015, the proportion of people who

suffer from hunger.

esTarget 2.A

alike, will be able to complete a full course of primary
schooling.

Promote gender equality and

empower women

esTarget 3.A

Eliminate gender disparity in primary and secondary
education, preferably by 2005, and in all levels of
education no later than 2015.

Reduce Child Mortality

eTarget 4.A

Reduce by two thirds, between 1990 and 2015, the under-

five mortality rate.

Source : MDGs| United Nations (un.org)

Achieve universal primary education

Ensure that, by 2015, children everywhere, boys and girls

Japan’s Motive (3) From International Health to Global Health

5

Improve maternal health

*Target 5.A

Reduce by three quarters, between 1990 and 2015, the maternal mortality ratio.
*Target 5.B

Achieve, by 2015, universal access to reproductive health.

Combat HIV/AIDS, Malaria, and other diseases

eTarget 6.A

Have halted by 2015 and begun to reverse the spread of HIV/AIDS.

eTarget6.B

Achieve, by 2010, universal access to treatment for HIV/AIDS for all those who
need it.

eTarget6.C

Have halted by 2015 and begun to reverse the incidence of malaria and other major
diseases.

Ensure environmental sustainability

eTarget7.A

Integrate the principles of sustainable development into country policies and
programs and reverse the loss of environmental resources

eTarget7.B

Reduce biodiversity loss, achieving, by 2010, a significant reduction in the rate of
loss.

eTarget7.C

Halve, by 2015, the proportion of the population without sustainable access to safe
drinking water and basic sanitation

eTarget7.D

Achieve, by 2020, a significant improvement in the lives of at least 100 million slum
dwellers.

Develop a global partnership for development
eTarget 8.A

Develop further an open, rule-based, predictable, non-discriminatory trading and
financial system.

eTarget 8.B

Address the special needs of least developed countries.

eTarget 8.C

Address the special needs of landlocked developing countries and small island
developing States.

eTarget 8.D

Deal comprehensively with the debt problems of developing countries.

eTarget 8.E

In cooperation with pharmaceutical companies, provide access to affordable
essential drugs in developing countries.

eTarget 8.F

In cooperation with the private sector, make available benefits of new technologies,
especially information and communications 1_


https://www.unic.or.jp/activities/economic_social_development/sustainable_development/2030agenda/global_action/mdgs/

Japan’s Key Milestones: Major Global Health Meetings
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July 2000 G8 Kyushu-Okinawa Summit HIV/AIDS, Malaria, TB m Hosted by Japan
Sep 2000 UN Millennium Summit < MDG4, 5, 6 .’O
P P
July 2008 G8 Hokkaido Toyako Summit 8) Health System Strengthen (HSS)) {44
8 gty
Sept 2013 68t UNGA68 Post-2015: Health and Development > Universal Health Coverage (UHC))
Sep 2015 UN Sustainable Development Summit 2015 SDG3.8: UHC

Dec 2015 UHC Conference in Tokyo

May 2016~ G7 IsesShima Summit ZPuinc Health Emergencies & UHC >
Dec 2017 UHC Forum 2017 ;Accelerate efforts to achieve UHC > @:w.. e aa0 P
(R st et

Oct 2018 Global Conference on Primary Health Care

Jun 2019 G20 Osaka Summit

eFinance Minister and Health Minister's Meeting

Aug 2019 TICAD?7

Sep 2019 74t UNGA UHC ULM

Oct 2019 G20 Health Ministers' Meeting in Okayama

Dec 2019 World Health Summit
Jan-Feb 2020 PMAC2020 UHC2020

Sep 2020 Finance and Health Ministers' Symposium
*ADB, WHO, Japan

Jun 2021 COVAX AMC Summit

Dec 2021 Tokyo Nutrition for Growth (N4G) Summit 2021

2023 G7 JAPAN Summit

Sep 2023 78™ UNGA UHC HLM
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Joint Session of Finance and Health Ministers' Meeting on UHC Financing

Key considerations for finance authorities

Power of an early start and preparedness for the future
Prioritizing domestic sources in a fair and equitable manner
External funding sources to complement domestic sources
Cost-effective and equitable health systems

Public health emergency preparedness and response
Building institutional capacity

Contribution of the private sector

Finance ministries’ roles and collaboration with health
authorities
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Health systems strengthening towards universal health coverage

O3Z)N—=H)L - NLX - )Ly Z(CETTERES X5 L1l

Priority Framework on UHC

Equity Quality Responsiveness Efficiency Resilience
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Service delivery
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Health financing
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Governance
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£% . Healthy systems for universal health coverage - a joint vision for healthy lives (UHC2030, 2017) J.‘..f"“__"»::“,,.:‘;:xj’;;;;i} 7



Projection of the global population aged 65 years and over & the

proportion of older people has increased from 7% (Ageing Society) to

Period required for an increase to 14% (Aged Society)
Rapid Ageing in Asia

1950 2015
6
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Asia Health and WeIIbelng Initiative:
From Japan to

Asia Pacific region

WAHWIN

v’ Asia Health and Wellbeing Initiative

Building of Foundations Necessary for Healthcare

Self-sufficiency in
pharmaceuticals Logistics infrastructure

Provision of Services by Specific Businesses

ik W2 X

- - . - =y ICT infrastructure
.M |n|nja||y Individualized = Examination R shabivation Medical care,
invasive ekt e Diagnoals Pharmaceuticals f‘dwpoﬂ for Lona-term care -~ Rules for
lependence -
treatment including Functional g c handling of
Recovery Care e medical
L e AR s DEvalop AT Refrigerated cleits
4 and Safety regulahons etc.) transport
4 o / Healthcare services
: (Preventlon, Maintenance of good health, etc.) Hospital
’ y Dietary Medical Meal delivery systems
Fineealudinens ot checkup service etc. ale.

Healthy life, Developing communities,

m Economic infrastructure, tﬁ
Development of human resources City planning,

Public health  Housing  g¢c. Developing communities =~ Walking  etc.

X Healthcare service: Services related to prevention of diseases and maintenance of good health, etc. provided in Japan mainly uninsured

Reference: “The Basic Principles of the Asia Health and Wellbeing Initiative” | Cabinet of Japan °



https://www.kantei.go.jp/jp/singi/kenkouiryou/en/pdf/2018_basic-principles.pdf
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Promotion of Asian Pharmaceutical and Medical Device Regulatory Harmonization

From AHWIN to Regulatory Harmonization

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

* In order to contribute to resolving the ‘drug lag’ between Japan and Asia, Japan will promote harmonization efforts to make

pharmaceutical approval systems and safety regulations more effective and rational by ensuring interoperability in Asian
countries/regions of data used for approval of pharmaceuticals.

Situation surrounding Asia

Economic Population
growth increase
Increasing public interest in high-quality pharmaceuticals and medical devices
Expansion of pharmaceutical/medical device market

Issues of access to pharmaceuticals and medical devices

® Access to innovative pharmaceuticals and medical devices is insufficient in Asian countries/regions.
® Access to pharmaceuticals and medical devices is a complex issue related to research and development, regulation,
securing of intellectual property, etc.

® Globalization and diversification of products mean increasing regulations and heightened importance of international
cooperation

Work together to harmonize regulations and handle related matters
by having the competent ministries and agencies through concrete
measures to the AHWIN

Develop a borderless Asian market for pharmaceuticals and medical devices
Contribute to healthy and active aging in Asia as a new Japanese initiative

Reference: “Grand Design for Asian Pharmaceutical and Medical Device Regulatory Harmonization” | PMDA



https://www.pmda.go.jp/english/int-activities/outline/0019.html
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From Regulatory Harmonization to NCDs Clinical Trial
PURPOSE
* Establish Asian Cancer Trials Network

* Facilitate early drug development and genomic medicine
together with Asian countries

e Conduct multiple international trials under the
ATLAS project

* |Initially focus on academic clinical trials
* Encourage industries to utilize the ATLAS network

Part of GOVERNMENTAL POLICY on UHC in Asia
* Promote regulatory harmonization
e Establish the infrastructure for clinical trials

BUDGET

* NCC has received 15M USD from the Japanese funding agency

NCC Asian Partnerships Office @Bangkok

» Strengthen local ARO (Academic Research Organization) function for Japan-led international trials

at lower cost

ATLAS Project (Asian clinical TriaLs network for cAncerS)

Asian Well-being Initiative

(AHWIN)

* Asian Pharmaceutical and
Medical Device Regulatory

Harmonization
* NCDs: ATLAS Project
e Communicable
Diseases: ARISE Project

ave
A ATLAS

AVA CLEAL TEVLY ST T AT S et

" PULLEEE

* Reinforce local site management & on-site monitoring function
* Reduce CRO (clinical Research Organization) COStS and achieve low-cost Asian collaborative

studies

» Strengthen network with facilities, regulators, government, etc.

Reference: ATLAS Project (ncc.go.jp) | National Cancer Center Hospital

11


https://www.ncc.go.jp/en/ncch/ATLAS/index.html
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ATLAS Project (Asian clinical TriaLs network for cAncerS)

From Regulatory Harmonization to NCDs
Clinical Trial

Existing networks with highly advanced Asian
countries (Korea. Taiwan. Singapore. China

(HQ) [le: I ™=

Establish and expand the Asian Cancer Trials
Network and facilitate early drug
development and genomic medicine .~ /"
together with ASEAN countries. - A\
G S o
Malaysia, Vietham, Thailand, f,,‘ @
Indonesia, Philippines
(15 hospitals/institutions)
. Vietnam ;
Thailand o 4/
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Reference: ATLAS Project (ncc.go.jp) | National Cancer Center Hospital

Strength in Asian networks:

> Population growth, economic development,
aging society - increase of cancer patients,
more needs for high-level treatment
Little ethnic differences - genetics, physiques ...
Reasonable cost in conducting clinical trials
Area-specific cancers

- liver, heat & neck, stomach etc.

ATLAS project
» Building infrastructure & clinical trials networks
» Capacity building programs

- clinical trial procedure & genomic cancer
medicine
» International clinical trials under ATLAS

- MASTER KEY Asia, A-TRAIN study, TEAL trial

Goals of ATLAS:

Establish the infrastructure for clinical trials in
Asia

Introduce genome-based medicine in Asian
Obtain/expand drug indication simultaneously in
Asia promoting regulatory harmonization with
PMDA

12


https://www.ncc.go.jp/en/ncch/ATLAS/index.html
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ARISE Project (ARO* Alliance for ASEAN and East Asia)
From RH to Infectious Disease Clinical Trial

Asian Well-being Initiative

ARISE contributes to enhancing health and reducing illness and .

Asian Pharmaceutical and
disability by promoting a network of AROs in the Asian region. | -

Medical Device Regulatory

MISSION Harmonization

ARISE will establish a network of international joint clinical : Egr?‘sr;‘ﬁzli.gsb:mect
research and trials together with Thailand, the Philippines, : _
Indonesia, Vietnam and other countries that are actively Diseases: ARISE Project
seeking to promote clinical research and development in the
Asian region in the future. Through this network, ARISE
aims to develop research and development in the Asian
region by conducting investigator-initiated clinical
trials/company clinical trials to apply for regulatory approval.

9
4 23 NS

g
Al ance for A EAN & ast A

Secretariat

1. Promotes the integrity, safety, ethics, and quality of investigator-
initiated clinical studies.

2. Contributes to developing innovative medical products to address ‘WG1: Hurrign Resourc
unmet health needs and diseases of public health significance in WG2: Public Academy Private Partrierships
the region. 'WG3: ARD Site Management

3. Contributes to improving the resources and capacity of clinical WGA4: Clinical Data Management
study sites in the region. WGS: RAD Standardization and &

4. Accelerates clinical studies and improves timelines and processes
for authorization.

5. Promotes Public-Academic-Private-Partnerships (PAPPs) in the
region.
6. Bridges the gap between sciences and policy for health.
*ARO: Academic Research Organization
Reference: ARISE Project | Center for Clinical Sciences, National Center for Global Health and Medicine

WGE: Quality Management

13


https://ccs.ncgm.go.jp/050/en/capacity_building/arise.html

Health Politics: Rise of Middle Power

Governance Approach
« A new diplomatic space has May 29, 2020,

emerged in the gIObaI governance =  President Donald Trump announced the USA

would sever its relationship with WHO and

CI‘iSiS redirect funds to US global health priorities.
- Rise of middle power countries, July 6, 2020
mechanisms, and collaborations - The US administration officially notified UN
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Governance Approach

Access to COVID-19 Tools (ACT) Accelerator

“The Access to COVID-19 Tools (ACT) Accelerator, is a groundbreaking global
collaboration to accelerate development, production, and equitable access to COVID-
19 tests, treatments, and vaccines.”

BILLeMELINDA
G"S\T[S ‘-'"J!t-’:r.";/!i:)n

W

52BR Diagnostics

The diagnostics pillar, co-
convened by the Global
Fund and FIND is focused
on bringing to market 2-3
high-quality rapid tests,
training 10,000 healthcare
professionals across 50
countries and establishing
testing for 500 million
people in Low and Middle-
Income countries by mid-
2021.

Led by FIND and Global
Fund.

Gavi®®)

@ WORLD BANK GROUP

&% Therapeutics
Therapeutics can play a
role in all stages of COVID-
19 disease: to prevent
infection; suppress
symptoms and spread of
infection to others; treat or
prevent symptoms; as a
life-saving treatment for
severe symptoms; and as
a treatment that can speed
up recovery. The aim in
the next 12 months is to
develop, manufacture and
distribute 245 million
treatments, helping
COVID-19 sufferers to
recover from the disease.

Led by Unitaid and
Wellcome.

Source: https://www.gavi.org/covid19/covax-facility 6 September

¢y TheGlobal Fund

¥ Unitaid

Innovation in Global Health

D9 F > Vaccines

The vaccines pillar,
convened by CEPI, Gavi
and WHO, is speeding up
the search for an effective
vaccine for all countries. At
the same time, it is
supporting the building of
manufacturing capabilities,
and buying supply, ahead
of time so that 2 billion
doses can be fairly
distributed by the end of
2021.

Led by CEPI, GAVI and
WHO.

CLPI

GLOBAL
} FINANCING
FACILITY

% %v World Health
*&" - %¥ Organization

FINDES

Because diagnosis matters

EEHIE Health systems
The health systems
connector pillar, led by the
World Bank and the Global
Fund, is working to ensure
that these tools can reach
the people who need them.

Led by World Bank, Global

Fund and Global Financing
Facility.

15


https://www.gavi.org/covid19/covax-facility

COVAX
Governance Approach

“With a fast-moving pandemic, no one is safe, unless everyone is safe”

CEPI Gavi@® unicef@® @)l

The Vaccine Alliance

What is COVAX

COVAX is the vaccines pillar of the Access to COVID-19 Tools (ACT) Accelerator

COVAX is co-led by Gavi, the Coalition for Epidemic Preparedness Innovations (CEPI) and WHO. Its aim is to
accelerate the development and manufacture of COVID-19 vaccines, and to guarantee fair and equitable access for
every country in the world.

Financing & Procurement

COVAX has two main strands: the COVAX Facility and the COVAX Advance Market Commitment (AMC).
* Higher-income economies participating in COVAX ('self-financing economies') pool resources through the COVAX Facility,
which functions both as a funding mechanism and a central purchasing office.

+ Low- and middle-income eligible economies get vaccine doses through the COVAX Facility by means of financial support from
the Gavi COVAX AMC.

As of March 3, 2022, donors have provided an Financial support to the COVAX Facility
estimated $11.0 billion in financial assistance to the . Jz%pza1n g‘;dhgf]tneg'uahcee CfgmﬁdAit'\i"oCnaslucf‘;rf]‘;'rtibou'lignJl;?e
COVAX AMC for vaccination efforts and pledge_d to USs$ éOOM, which brings the total contribution of
donate 2.1 billion doses to COVAX, other multilateral US$ 1 billion to the COVAX AMC.

entities, and bilaterally Donation of vaccines

« Japan has been providing vaccines since early June.
Japan has allocated approx. 42M doses so far.

<\ ’ ~ N Qty
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Doses for at least 20% Diverse and actively Vaccines delivered as End the acute phase Rebuild economies

of countries' managed portfolio of soon as they are of the pandemic
populations vaccines available
Source:Japan’s COVID-19 Vaccine-Related Support Understanding COVAX: The EU's role in vaccinating the world against Covid-19

https://www.gavi.org/covid19/covax-facility =~ US lags behind in providing COVID vaccine support to COVAX initiative 1 6



https://www.mofa.go.jp/files/100226669.pdf
https://www.gavi.org/covid19/covax-facility
https://www.europarl.europa.eu/thinktank/fr/document/EPRS_BRI(2022)729319
https://geneticliteracyproject.org/2022/03/11/us-lags-behind-in-providing-covid-vaccine-support-to-covax-initiative/

ICMRA (International Coalition of Medicines Regulatory Authorities)

About ICMRA:
The ICMRA is a voluntary, executive-level, strategic coordinating, advocacy

and leadership entity of regulatory authorities that work together to
ICMRA(Z., MFIEFBICKDEFRN. /\ALAN)VRZIBHEBTH D, BERHRAZRES KUEENRGEIZIE>THED. HE LU TUTOBEMICERDBED

= address current and emerging human medicine regulatory and safety challenges
globally, strategically and in an on-going, transparent, authoritative and institutional

manner
E MNAEFEROMT ELZE(CAT DEFRSNNCHMDBACH L. TOEREHE LDSEZM> T, J0O0—/ULhDEIZN(C. BRMEOEVARE
BIDLE
= provide direction for areas and activities common to many regulatory authorities’

missions
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= jdentify areas for potential synergies
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= wherever possible, leverage existing initiatives/enablers and resources
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~ Informal Innovation Network |

% {EMA, HPRA, MHLW/PMDA)

ICMRA Member: z |3 s Dta (40 |
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Australia (TGA), Brazil (ANVISA), Canada (HPFB-HC), China 34| |E ot g (i Lo Tt Lk B
(NMPA), Europe (EMA and DG-SANTE, EU), France (ANSM), 38| |ef L L Veccines LIGAL
Germany (PEI), Ireland (HPRA), Italy (AIFA), Japan (PMDA Eg 3||2| 2| FAMR(HO) |
and MHLW), Korea (MFDS), Mexico (COFEPRIS), Netherlands 22| | & |82 |—
(MEB), New Zealand (Medsafe), Nigeria (NAFDAC), §§. gl |88 - Communications (EMA) |
Singapore (HSA), South Africa (SAHPRA), Switzerland ggg 2| 3| ooty crai iecarig ]
(Swissmedic), Sweden (MPA), United Kingdom (MHRA), USA F X ¥v & g o —
(FDA) etc. 3 < | 8| HReliance (ANVISA, HC) |

t=1|s| " DrugShortages (FDA) |
v}

£Z : ICMRA (International Coalition of Medicines Requlatory Authorities) | #BY7{TECEAN EERRBERIESSHREIEE 17



https://www.pmda.go.jp/int-activities/int-harmony/icmra/0001.html

Middle Power Countries' Collaboration with WHO

= RIVIND—EE EWHODE

WHO Hub for Pandemic and Epidemic Intelligence
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establishment of a UHC Centre in Japan, in collaboration with WHO, for the

B\ § M\ < achievement of UHC worldwide and the sustainability of UHC in Japan The two
WHO 773 P A\\-ﬁ'g‘“f /Ji”?};%’;':‘ . possible functions required of a UHC Centre areaas ftc‘),IIows. P
) 3( ’ 5 e ,""‘f\g 1. Research and promotion functions for new UHC appropriate for
R /} /,ff?((\ \ modern society, taking into account the megatrends of the 21st
\' R 'j / ol \ century (changes in population and disease structure, use of
\ v .9 - 't\ ) digital technology and large-scale data, etc.).
L.‘/-‘,/ ) 4 , 2. Country support functions to support the introduction and
; .8 implementation of UHC according to the actual situation in each
v country.
From 2022, a task force will be established jointly by the Government of Japan
— » and WHO to study the establishment, and to discuss the functions and mode
of operation, with the aim of launching the task force in.2023.

° .
Crs

WHO Global Centre for Traditional Medicine

WHOGHEZTIO—/)VULt> 45— 18



Future Message

Global Health Governance Changes
- ACT-A
« COVAX Facility

« 100 Days Mission on Vaccine Development, Regulatory
Harmonization, Mass Production and Allocation

International Mile stones for 2023

« Japan will host G7 Summit
« UN High Level Meeting on UHC

Medical Products as one of the Major Building Blocks
for UHC

Private Sectors Role

« Investment on research and development

« Providing evidence to support more innovative regulatory
harmonization and approval

« Public and private partnership for next pandemic preparedness

and resilience for ASIA and Pacific Region o



