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— Shunichiro Kurita (Manager, HGPI)

Keynote Lecture 1:

“The Current Status and Future Prospects of Dementia Research and Development Policy in Japan”

— Toshihisa Tanaka (Special Officer for Dementia Policy and Assistant Section Chief, Division of Dementia Policy and
Community-Based Long-Term Care Promotion, Health and Welfare Bureau for the Elderly, Ministry of Health,
Labour and Welfare)

Keynote Lecture 2:

“Future Issues and Prospects for Developing and Disseminating DMTs for Dementia - from academic perspective”

— Takeshi Iwatsubo (Professor, Department of Basic Neuroscience, Department of Neurology, Graduate School of
Medicine, The University of Tokyo; Director, Unit for Early and Exploratory Clinical Development, The University of
Tokyo Hospital)

Keynote Lecture 3:
“Activities of the WDC and Steps for Promoting Dementia Research and Development on the International Level”
— Lenny Shallcross (Executive Director, WDC)
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— Morio Suzuki (Representative Director, Alzheimer’s Association Japan)

— Kazuko Fujita (Representative Director, Japan Dementia Working Group)
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Welcoming Remarks and Explanatory Introduction

Shunichiro Kurita (Manager, HGPI)

» Introducing Health and Global Policy Institute’s Dementia Policy Project

With the mission of “achieving evidence-based citizen-driven healthcare policy,” non-profit, independent
think tank Health and Global Policy Institute (HGPI) has issued a great number of recommendations on policies
related to healthcare. HGPI specializes in healthcare policy and was established in 2004. Although we

operate with a relatively small staff, we have achieved significant international recognition. Each year, HGPI
ranks among the top ten in the “Global Go To Think Tank Index Report” from the Think Tanks and Civil Societies g
Program (TTCSP) of the Lauder Institute at the University of Pennsylvania. In 2020, we were second in the \
“Domestic Health Policy Think Tanks” category and third in the “Global Health Policy Think Tanks” category.

HGPI views dementia as a global level health policy issue and has made continuous efforts for a worldwide policy response for many
years. We are working to build a global platform to advance multi-stakeholder collaboration in dementia policy promotion that is based
on the pillars of emphasizing the perspectives of those most affected and identifying and disseminating policy issues.

HGPI has also been deeply involved in Japan’s health policy. In 2014, we issued recommendations on the establishment of a ministerial
council on dementia to the Government of Japan in 2014 and on promoting public-private partnerships for dementia policy in 2017.
These efforts helped contribute to the Government’s current policy on dementia. We have also been deeply involved in promoting the
Basic Act for Dementia, a bill currently being discussed in the Diet, by holding non-partisan Diet member study groups for several years.

» About the Kickoff Expert Meeting

Starting this fiscal year, under the banner of “Creating Partnerships Among Industry, Government, Academia, and Civil Society in
Dementia Research and Development to Encourage Innovation From Japan,” the HGPI Dementia Policy Project is working to achieve
innovation from Japan by holding expert meetings and other events on encouraging R&D with industry, Government, academia, and
civil society. At those meetings, we plan to identify discussion points, outline next steps, and generate policy recommendations on
promoting future collaboration.

Recent news about the accelerated U.S. Food and Drug Administration (FDA) approval of a disease modifying pharmaceutical for
dementia has attracted a great amount of attention in Japan. Moving forward, it will be important to sort out the issues and prospects
for pharmaceutical development, dissemination, and implementation in Japan. The National Framework for Promotion of Dementia
Policy formulated in June 2019 includes measures for researching the mechanisms of dementia onset and progression, developing
treatments, and establishing an infrastructure to promote R&D, and discussions on advancing these measures must continue.

As Japan’s population ages, establishing systems for R&D on disease modifying therapies (DMTs) for dementia and ensuring their
widespread use will be urgent items on the agenda for building an inclusive society. At this meeting, we will discuss issues related to
R&D on DMTs in the field of dementia and their clinical dissemination with representatives from industry, Government, academia, and
civil society. Together, we will consider the next steps to take from a multi-stakeholder perspective.

» Introducing the Co-hosting Organizations

This meeting is co-hosted by the University of Tokyo Hospital’s Unit for Early and Exploratory Clinical Development and the World
Dementia Council (WDC). The WDC was established under the leadership of the U.K. government after the G8 Dementia Summit held in
December 2013 in London. Its mission is promoting international collaboration on dementia with industry, Government, academia, and
civil society.

HGPI and the WDC have been working together for many years. Together, we conducted joint survey research on the ideal form of
public-private partnerships in 2016. We also co-hosted the WDC meeting in Japan in 2018 and the WDC Tokyo Dementia Summit held
alongside the G20 Health Ministers' Meeting in Japan in 2019. HGPI Chairman Dr. Kiyoshi Kurokawa has served as the WDC’s only
Japanese member since its establishment and was appointed its Vice Chair in June of this year. | hope today’s meeting will give us the
chance to further strengthen our mutual ties.
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Keynote Lecture 1: “The Current Status and Future Prospects of Dementia Research and Development Policy in
Japan”

Toshihisa Tanaka (Special Officer for Dementia Policy and Assistant Section Chief, Division of Dementia Policy and
Community-Based Long-Term Care Promotion, Health and Welfare Bureau for the Elderly, Ministry of Health, Labour
and Welfare)

P The history of dementia policy in Japan and the National Framework for Promotion of Dementia Policies

According to a Ministry of Health, Labour and Welfare Science Study report published in 2013

(Lead researcher: Professor Takashi Asada, University of Tsukuba), it was estimated that there were 4.62
million people living with dementia in Japan in 2012. Combining this finding with data from a long-term survey
on dementia prevalence being conducted in Hisayama Town, Fukuoka Prefecture, we estimated that the
number of people with dementia in Japan was about 6 million people in 2020 and will be approximately

7 million people in 2025. Furthermore, the number of people with mild cognitive impairment (MCl) was
estimated at around 4 million people in 2012 and 6 million people in 2020, and is likely to reach approximately
7 million people in 2025.

Examining the current state of development for pharmaceutical therapies for dementia, 152 clinical trials for

Alzheimer's disease are underway in the U.S. as of 2021. (Among them, 28 are in Phase Ill and 74 are in Phase Il.) Among these trials,
82.5% are for disease modifying pharmaceuticals and 17.4% are for pharmaceuticals that aim to reduce clinical symptoms. Disease
modifying pharmaceuticals aim to reduce the onset and slow the progression of Alzheimer's disease by directly targeting its causative
substances, namely, amyloid-B (AB) and tau proteins. While most of these trials have been halted, the U.S. Food and Drug
Administration (FDA) granted accelerated approval to an anti-amyloid antibody targeting aggregated AB forms called aducanumab in
June 2021.

The number of people with dementia is increasing rapidly and there is no medicine that can cure dementia, so dementia policy is
currently focusing on incorporating frameworks for healthcare and long-term care models during community-building initiatives as well
as establishing community-based measures for responding to dementia. When the Five-Year Plan for the Promotion of Dementia
Measures (the Orange Plan) was formulated in 2012, its goals included respecting the wishes of people with dementia and enabling
them to continue living true to themselves in comfortable, familiar environments as long as possible.

The Comprehensive Strategy to Accelerate Dementia Measures (the New Orange Plan) came into effect in 2015. In addition to building
communities that are friendlier to people with dementia and elderly people, it also aimed to build a seamless, cyclical system for
providing early diagnoses and early responses according to the needs of people with dementia while uniting healthcare and long-term
care in an organic manner. The Ministerial Meeting on the Promotion of Policies for Dementia Care was also held to confirm that related
ministries and agencies would cooperate to promote comprehensive, cross-ministerial strategies and measures that reflect the
perspectives of people with dementia and their families to create dementia-friendly communities.

The Ministerial Council on the Promotion of Policies for Dementia Care was established in December 2018. It aims to promote
comprehensive measures for all dementia-related issues through close cooperation among relevant Government agencies. This Council
presented the National Framework for Promotion of Dementia Policies on June 18, 2019.

The fundamental approach of that Framework is to delay the onset of dementia and build a society in which people can live with hope
even if they develop dementia. It aims to promote measures through the parallel advancement of inclusion and prevention while
emphasizing the perspectives of people with dementia and their families. Here, “inclusion” refers to a state in which people with
dementia can live with dignity and hope, and where everyone can coexist in the same society, whether they have dementia or not.
“Prevention” does not refer to stopping people from developing dementia. Rather, it refers to initiatives that delay the onset of
dementia or that slow the progression of dementia symptoms for the people who develop it.

The concept of the National Framework for Promotion of Dementia Policies contains the three following statements.

¢ Anybody can develop dementia and is an issue that already affects many people closely, including those whose family members or
loved ones have developed dementia.

¢ We must work toward building a society in which all people can maintain dignified lives that are true to themselves in communities
that are familiar to them.

¢ By promoting efforts to prepare for dementia, including those for prevention, we aim to delay the onset of dementia among people
in their 70s by one year within a decade.

(Continued)
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Keynote Lecture 1: “The Current Status and Future Prospects of Dementia Research and Development Policy in
Japan”

Toshihisa Tanaka (Special Officer for Dementia Policy and Assistant Section Chief, Division of Dementia Policy and
Community-Based Long-Term Care Promotion, Health and Welfare Bureau for the Elderly, Ministry of Health, Labour
and Welfare)

Specific measures in line with these statements will fall under one of the following five pillars.

1. Promoting public awareness and efforts made by people with dementia to disseminate their stories

2. Prevention

3. Supporting healthcare, caretaking, and long-term care services and caretakers

4. Promoting the creation of barrier-free spaces and services for people with dementia and supporting people with early-onset
dementia

5. Promoting R&D, industry, and international expansion

» The national Government’s dementia research initiatives

Initiatives to “promote R&D, industry, and international expansion” include further promoting R&D to discover the underlying
mechanisms of dementia onset and progression, develop prevention methods, and create models for diagnosis, treatment,
rehabilitation, and long-term care; to conduct cohort studies; and to develop biomarkers.

The ministries mainly involved in dementia research are the Ministry of Education, Culture, Sports, Science and Technology (MEXT), the
Ministry of Economy, Trade and Industry (METI), and the Ministry of Health, Labour and Welfare (MHLW). They provide financial
support for R&D initiatives in academia and industry. MEXT mainly provides support to academia in developing drug discovery seeds
and diagnostic technologies. METI focuses on promoting private sector initiatives related to dementia prevention strategies. Activities
from the MHLW include conducting clinical cohort studies and supporting clinical trials. Furthermore, the Japan Agency for Medical
Research and Development (AMED) coordinates with each ministry to plan specific research initiatives and provide progress
management. Efforts on a number of cohort registries are currently advancing as part of the Dementia Research and Development
Project, which is operating under the jurisdiction of the MHLW and with progress management from AMED. These are central to clinical
dementia research. They include (1) large-scale dementia cohort studies (with cohorts of 10,000 people); (2) cohort studies for each
stage of dementia; and (3) a trial-ready cohort (TRC) for pharmaceutical clinical trials. Other research initiatives currently underway
include research on biomarkers, which aims to improve diagnosis; and genome research, which aims to elucidate the underlying
mechanism of dementia.

The National Framework for Promotion of Dementia Policies provides the following four Key Performance Indicators (KPIs) for R&D.
1. Develop and establish biomarkers for dementia (until three or more point-of-care (PoC) diagnostic tools are obtained)

2. Begin clinical trials for disease modifying pharmaceutical candidates for dementia developed in Japan

3. Build and implement a database that contributes to the development of prevention and treatment methods for dementia

4. Establish a trial-ready cohort for pharmaceutical trials

Together with Shimadzu Corporation’s Koichi Tanaka Mass Spectrometry Research Laboratory, we developed blood biomarkers for
Alzheimer’s disease in a research initiative entitled, “Collaborative Multicenter Research for the Clinical Application of Blood Biomarkers
Reflecting Brain Amyloid-B Accumulation” (FY2016-FY2018). Then, working with the Australian Imaging, Biomarker & Lifestyle Flagship
Study of Ageing (AIBL), we confirmed the usefulness of those blood biomarkers, including their correlation with brain AP deposits and
ability to predict brain AB burden. The results of that imitative were published in Nature in February 2018.

In a research initiative titled “Expanding Existing Cerebrospinal Fluid Biomarkers for Alzheimer’s Disease Using Blood and Brain
Exosomes and their Practical Application in Diagnostic Systems for Alzheimer's Disease” (FY2017-FY2018), we measured blood levels of
phosphorylated tau using a digital enzyme-linked immunosorbent assay (ELISA), showing that measuring these levels may be useful for
diagnosis.

Research initiatives are also advancing on the following three items:
1. Improve dementia patient stratification using exosomes and other biomarkers.
2. Develop new biomarkers and other indicators to improve early dementia detection.
3. Establish methods of communicating information to participants in studies on the effective use of dementia biomarkers and other
indicators.
(Continued)
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Toshihisa Tanaka (Special Officer for Dementia Policy and Assistant Section Chief, Division of Dementia Policy and
Community-Based Long-Term Care Promotion, Health and Welfare Bureau for the Elderly, Ministry of Health, Labour
and Welfare)

In research on dementia prevention, studies under the Japan-multimodal intervention Trial for prevention of dementia (J-MINT)? are
advancing as AMED research initiatives under the jurisdiction of METI. One such study is on cognicise, a dementia prevention method
developed by the National Institute for Longevity Sciences (NILS) that combines exercise and cognitive tasks.

P Future prospects for dementia research and policy

In June 2021, the U.S. FDA granted accelerated approval to an anti-Ap monoclonal antibody called aducanumab (marketed as Aduhelm).
A number of clinical trials of disease modifying pharmaceuticals are also underway. It is likely we will see fundamental improvements in
dementia pathology when early detection and treatment becomes possible in the near future.

In light of these developments, expectations are high for future research to produce even more inexpensive, straightforward diagnostic
methods that will allow for early detection and diagnosis. Expectations are also high for the development of biomarkers that can serve
as pathological indicators and be used to determine the effectiveness of therapies. We also look forward to the further advances in
dementia prevention research based on genomic and epidemiological information. From the perspective of policy, once diagnostic
methods for early diagnosis are established and it becomes possible to drastically improve conditions through early pharmaceutical
therapies, measures for early dementia diagnosis can be implemented in regular health checkups and various screening programs.

1J-MINT studies: Studies being overseen by the National Institute for Longevity Sciences which involve multifactorial interventions (in
open-label randomized controlled trials) combining lifestyle disease management strategies, exercise, nutrition, and cognitive training.
J-MINT aims to examine the effects of said training on the progression of cognitive impairment among elderly people who are at risk for
dementia. (https://j-mint.ncgg.go.jp/index.html)
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Takeshi Ilwatsubo (Professor, Department of Basic Neuroscience, Department of Neurology, Graduate School of
Medicine, The University of Tokyo; Director, Unit for Early and Exploratory Clinical Development, The University of
Tokyo Hospital)

» Disease-modifying pharmaceuticals with therapeutic strategies targeting amyloid-p and tau proteins

One of the changes that occurs in the brain during Alzheimer's disease (AD) is senile plaque. Senile plaques are
composed of amyloid-p (AB), which is excised from amyloid-beta precursor protein (APP) by two types of
degrading enzymes (secretase). Some of the AP that is excised but not removed becomes insoluble amyloid
fibrils, which accumulate outside nerve cells. It is believed that neuronal damage occurs during this process.

In addition, neurofibrillary changes occur in the nerve cells as the nerves degenerate and tau proteins
accumulate as abnormal fibrils.

Various studies have shown AP to be one cause of AD (one rationale being that genetic abnormalities in
familial AD enhance A accumulation) and tau aggregation is a known cause of neuronal cell death and is
associated with cognitive decline, so attention has focused on AB and tau as targets for therapy.

So far, only four symptom-modifying pharmaceuticals for the treatment of AD have been launched, starting with Aricept. Although
there have been 146 unsuccessful trials of disease-modifying pharmaceuticals that directly target the mechanism of Alzheimer's disease,
aducanumab and donanemab have shown noteworthy results.

Clinical trials of disease-modifying therapies for AD are now moving more quickly into the early stages of AD, including the mild
cognitive impairment (MCI) phase. ! Also, anti-amyloid therapy is considered to be a more effective disease-modifying therapy during
the phase before the MCI phase, the preclinical AD phase. It will be necessary to utilize PET scans and biomarkers to precisely track
changes during the early stages to evaluate the effects of therapeutic medications. Against that backdrop, the Alzheimer’s Disease
Neuroimaging Initiative (ADNI) has advanced in the U.S. and the J-ADNI has been launched in Japan. These studies have made it possible
to track changes during the MCI and mild dementia stages. The J-ADNI has also led to the establishment of a system for performing AB
PET scans in Japan. For the first time, we are now able to conduct global clinical trials of disease-modifying pharmaceuticals for AD, such
as aducanumab.

» The US Food and Drug Administration (FDA) accelerated approval of aducanumab and success factors for new antibody-based
pharmaceuticals

Next is a summary of the phase 3 clinical trials of aducanumab, EMERGE and ENGAGE. They began in August 2015, underwent a
protocol amendment in March 2017 in which participants were titrated to 10 mg/kg, and were halted in March 2019 after one of the
trials met futility criteria based on the December 2018 interim analysis. However, based on an analysis of all data obtained before the
trials were halted, the efficacy of aducanumab was confirmed in October 2019 using data from EMERGE. A New Drug Application for
aducanumab was formally submitted to the FDA on August 7, 2020. While the advisory committee expressed a negative view of the
data during a November 6, 2020 hearing, additional data was submitted in March 2021, the review period was extended, and the FDA
granted accelerated approval of aducanumab for the treatment of AD on June 7, 2021.

In addition to aducanumab, an anti-amyloid-B antibody called donanemab is also attracting attention. Donanemab is a monoclonal
antibody that recognizes pyroglutamate, a modification that only occurs in brain AB deposits. In a phase 2 clinical trial, donanemab was
shown to slow clinical decline by 32%. 2 Data showing higher efficacy in groups with less tau accumulation was reported at the
International Conference on Alzheimer's and Parkinson's Diseases (ADPD). An application for accelerated FDA approval for donanemab
is expected to be submitted in 2021.

(Continued)

1 lwatsubo et al. (2018) Japanese and North American Alzheimer's Disease Neuroimaging Initiative studies: Harmonization for
international trials, Alzheimer’ & Dementia

2 Mark A. Mintun et al. (2021) Donanemab in Early Alzheimer’s Disease, The New England Journal of Medicine
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Takeshi Ilwatsubo (Professor, Department of Basic Neuroscience, Department of Neurology, Graduate School of
Medicine, The University of Tokyo; Director, Unit for Early and Exploratory Clinical Development, The University of
Tokyo Hospital)

Regarding success factors of new antibody-based pharmaceuticals like Aducanumab, we must consider the following points.

* Rather than only targeting people with clinical Alzheimer's disease (AD dementia), these pharmaceuticals also target people with
MCI, which is one stage earlier.

* The use of amyloid PET scans allowed for the successful exclusion of people without amyloid deposits and who do not have AD
(estimated to be about 25% of participants).

* It became possible to identify side effects like cerebral edema (ARIA-E), making it possible to administer higher doses needed to
achieve efficacy.

Another noteworthy finding is that taken together, these results suggest that removing brain amyloid deposits up to a certain stage of
the disease may be effective at preventing neuronal death and slowing cognitive decline.

P The Japanese Trial-Ready Cohort (J-TRC), a participant enroliment initiative for studies aiming to develop preventive therapies for
dementia

The next goal is developing preventive therapies for an even earlier stage, preclinical AD. However, recruiting asymptomatic amyloid-

positive individuals is difficult, so the J-TRC was started to help overcome that difficulty by establishing a clinical trial-ready cohort. In

that initiative, elderly volunteers ages 50-85 are enrolled in the J-TRC web study where they undergo risk assessment. Those found to be

at higher amyloid risk through the J-TRC on-site study (in which cognitive function tests are administered by psychologists), blood

sampling, and amyloid PET scans and who wish to participate can then join clinical trials for treatments and preventive pharmaceuticals.

The AHEAD study is one ongoing preventive trial for preclinical AD. Also, observers from Japan are participating in an international
public private partnership (PPP) called the Alzheimer's Clinical Trials Consortium (ACTC).

» The future direction and challenges of Alzheimer’s disease treatment

Anti-amyloid pharmaceuticals currently being developed target early AD and are not optimal once symptoms are fully manifested.
Therefore, it will be necessary to develop and provide effective therapies for people in the moderate or later stages of dementia.

When using disease-modifying pharmaceuticals for early stage AD, it will be especially important to ensure that usage is appropriate
and that optimal groups are targeted. It will also be necessary to overcome issues related to health economics.

A fundamental health measure taken in the cardiovascular field is preventing arteriosclerosis and vascular events by controlling

hypertension and cholesterol while patients are still healthy. Similarly, in the field of dementia, | believe that “ultra-early treatment” in
which dementia onset is prevented by reducing AB and tau is now in sight as a medical option.
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Keynote Lecture 3:

“Activities of the WDC and Steps for Promoting Dementia Research and Development on the International Level”
Lenny Shallcross (Executive Director, WDC)

P Activities of the World Dementia Council — The Dementia Landscape Project -

The World Dementia Council (WDC) is an independent, non-profit organization engaged in international
activities. It was established after the 2013 G8 Summit in London. It has 24 council members representing fields
such as academia, industry, advocacy, finance, and care. There are also many government officials

participating as associate members, including some from the Government of Japan. Dr. Kiyoshi Kurokawa,
Chairman of Health and Global Policy Institute, was appointed Vice Chair of the WDC in June 2021.

.
The WDC works through international advocacy, international leadership, and building global networks. It is . _‘A l
currently advancing a cross-sectoral initiative called the Dementia Landscape Project. This year, the WDC has = ~Q
held virtual discussions with more than 350 international leaders as part of the project on topics such as k' P
research, care, the structure of healthcare systems, and issues facing low- and middle-income countries,

among others. The WDC has made transcripts of these discussions public and has published essays on important discussion points.
The WDC plans to release a new report at its international conference towards the end of 2021.

P Progress and issues in dementia-related research and development

After many clinical trials of disease-modifying therapies (DMTs) failed to reach their clinical endpoint, the Food and Drug Administration
(FDA) in the U.S. granted regulatory approval to aducanumab in June 2021. While opinions on that decision are mixed, in terms of
research and development on disease-modifying pharmaceuticals, the approval of the first DMT was a significant event.

What has led to this point has been advances in our understanding of the science. The diagnostic criteria for Alzheimer’s Disease (AD)
was for many years, since the 1984 guidance, based on probable/possible AD with a definitive diagnosis only possible at post mortem.
New clinical diagnostic guidelines were published in 2011 by the National Institute on Aging (NIA) and the Alzheimer's Association (AA)
based on a definitive diagnosis of MCl or AD. And the same organizations in 2018 released “Towards a Biological Definition of
Alzheimer’s Disease” that defined AD using biomarkers. This transformation, in just a few decades, has come about because of progress
in our understanding of the biological mechanisms of Alzheimer’s and other dementias. From understanding of basic science, through to
participant selection and design of clinical trials, across dementia R&D progress is accelerating.

How to increase progress? Although around 120 clinical trials for AD are currently underway, over 3,000 clinical trials for cancer are
being conducted. Since 2000, about 2,400 clinical trials have been conducted for AD while the total number of cancer trials was about
77,400. There is huge potential for the field to grow. Achieving this will require funding and human resources.

Since the 2013 G8 Dementia Summit, funding for dementia research has increased significantly. Funding in the U.S. now stands at over
S3 billion. The U.K. government has committed to increase dementia funding. However, the U.S. spends over $7 billion on cancer
research, which is more than two times more than on dementia. Funding for dementia should be increased. An important point is public
funding can leverage other funding through public-private partnerships. For example, in the US the Accelerated Medical Partnerships
(AMPs), which utilize funds from government industry and not for profits. We hope for further progress on these initiatives.

Looking at human resources, in the U.K., about 26,000 researchers are working on cancer while only about 6,000 are working on
dementia — less than one-quarter. Young scientists are making career choices now and funding will be key to keeping them in the field.
Keeping people in the field matters and is about more than just funding, important though that is. One example to do that is the
initiative from Alzheimer's Society UK and the National Institute for Health Research (NIHR) to provide support to young scientists in
dementia. But there are many others.

» Advancing open science and data-sharing

Another important issue is the promotion of open science and data sharing. Although everyone is aware of the importance of data
sharing, there are many cultural, technological, and legal barriers. We need to identify practical ways to overcome these barriers. To
take one example, the European Union’s General Data Protection Regulation (GDPR) is often mentioned as a barrier, but regulatory
reform takes years. An Alzheimer Europe report highlighted understanding regulations is a core challenge when conducting
international collaborative research. Even equipping researchers and labs with the tools and knowledge to share would help address
this.

(Continued)
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“Activities of the WDC and Steps for Promoting Dementia Research and Development on the International Level”
Lenny Shallcross (Executive Director, WDC)

» Building large-scale, diverse clinical trial cohorts and developing systems for diagnosis

Recruiting participants to conduct clinical trials requires large sums of money and time. To help address this issue, trial-ready cohorts
need to be built. Such efforts have been underway in Japan, and elsewhere, for a few years now. But we need more cohorts, and also
more diverse ones, in terms of disease, ethnicity, socioeconomic factors and so on. It is also important that cohorts are globally
connected.

A system for providing early and accurate diagnoses, important in itself for the patient, is necessary to identify the most appropriate
participants for clinical trials. However, such systems are lacking in many countries and many people are going undiagnosed.
Additionally, many countries even lack accurate prevalence data on the number of people living with dementia. As well as improving
diagnostics, countries should consider establishing dementia registries. Where these registries have been established they have had
many benefits. But for diagnosis in particular, better data will help us understand if diagnosis is being hindered by stigma, cultural or
social factors, or healthcare system barriers. Identifying the barriers will enable policy makers to shape a more effective response.

» Ensuring DMTs are prescribed and used appropriately

It will also be important to create an environment in which any disease-modifying pharmaceuticals that are developed are prescribed
and used appropriately. For example, the use of aducanumab may result in side effects like amyloid-related imaging abnormalities
(ARIA), so it must be prescribed and used correctly. Because aducanumab is an intervention for the early stages of AD (namely, MCl and
mild dementia), it is necessary to identify the patient population through accurate diagnosis using biomarkers. However, many people
cannot currently receive a biomarker-based diagnosis. In the IDEAS study conducted in the U.S., approximately 18,000 people who had
been diagnosed with dementia by a physician underwent amyloid PET scans. Amyloid positivity rates were only about 55% of people
diagnosed with MCl and about 70% of people diagnosed with AD. Based on PET scan results, 35% of participants were re-diagnosed by a
clinician from AD to non-AD or vice-versa. These results suggest basing diagnosis solely on clinical symptoms would result in the over
prescription of aducanumab if patients did not get an accurate diagnosis.

» The importance of international cooperation

Recent years have seen a rise in nationalism and state competition. However, dementia knows no border and recognizes no nationality.
Funding, open science, the promotion of data sharing, supporting young scientists, and developing infrastructure for clinical trials are all
about international collaboration. Solving the problems facing R&D will require multi-stakeholders to share their knowledge and build
partnerships. From that perspective, we want to continue our efforts to promote international collaboration, and that is why meetings
like this one are so important.
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“Issues and Prospects for the Development and Dissemination of Disease Modifying Therapies for Dementia”

Panelist:
Takeshi Iwatsubo Kazuko Fujita Morio Suzuki
Professor, Department of Basic Neuroscience, Representative Director, Representative Director,
Department of Neurology, Graduate School of Japan Dementia Working Group Alzheimer’s Association Japan
Medicine, The University of Tokyo; Director, Unit for
Early and Exploratory Clinical Development, The Moderator:
University of Tokyo Hospital
& o
49 f
Toshihisa Tanaka Fiona Carragher Ryoji Noritake
Special Officer for Dementia Policy and Assistant Director of Research and Influencing, CEO, Board Member,
Section Chief, Division of Dementia Policy and Alzheimer’s Society Health and Global Policy Institute

Community-Based Long-Term Care Promotion,
Health and Welfare Bureau for the Elderly,
Ministry of Health, Labour and Welfare

Discussion Point 1: Steps needed for industry, Government, academia and civil society to collaborate in building an
inclusive society and engaging in R&D

P It is important to build strong multi-stakeholder platforms that are centered on people with dementia and their families.

Fiona Carragher:

| have a science background, and | joined Alzheimer’s Society after serving as Deputy Chief Science Officer at National Health Service
England.

Dementia and Alzheimer’s Disease, the most common cause of dementia, are leading causes of death in the U.K. Dementia is estimated
to cost the U.K. more than 25 billion pounds per year. The Life Sciences Vision presented by the U.K. Government in June 2021 named
dementia a priority issue and set goals to promote dementia R&D through stronger collaboration between industry and academia. Also,
the impact of the Coronavirus Disease 2019 (COVID-19) pandemic on dementia has been significant. Approximately 25% of deaths
caused by COVID-19 in the U.K. were among people who were previously diagnosed with dementia. To address issues like this, multi-
stakeholder collaboration will be necessary.

At Alzheimer's Society, we believe it is essential to place people with dementia and their families at the center. We also emphasize the
importance of promoting the inclusion of those most affected in R&D. We have built a research network that includes people with
dementia, their families, and their caregivers over the past two decades and we are working to support the creation of systems that
involve people with dementia in R&D from the planning stages. We are also making investments in research with a particular emphasis
on outcomes that contribute to quality of life (QOL) for people with dementia. We are committed to investing in high-quality research
on top-priority items for people living with dementia.

Further accelerating R&D in the future will require collaboration among scientists, the Government, industry, and similar parties, as well
as efforts to promote translational research. In the U.K., we are building an international research platform that will enable more people
to participate in research. Sharing individual experiences and data on a global scale, like we are at this meeting today, will be crucial.
What will be most important is building strong platforms with multi-stakeholder participation while placing people living with dementia
at the center.

(Continued)
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“Issues and Prospects for the Development and Dissemination of Disease Modifying Therapies for Dementia”

» We need a framework that involves stakeholders from the early stages of policy making and R&D

Morio Suzuki:

| have been supporting people with dementia and their families as a social worker in healthcare and long-term care institutions. Since
2017, | have also served as Representative Director of Alzheimer’s Association Japan. Although efforts for R&D and establishing a
dementia-inclusive society in Japan have not made as much progress as those in the U.K., the Government of Japan took its first step in
public-private collaboration when it established the Dementia Innovation Alliance Public and Private Sector Working Group in 2019.

The news of the US Food and Drug Administration (FDA) accelerated approval of aducanumab was a ray of hope for our members.
However, once usage criteria and other details became clearer, there was also a great amount of disappointment because the majority
of our members have moderate or severe dementia. Even if the happiness of living without dementia is out of reach, the ability to live
happily with dementia should still be within reach. | hope industry and academia focus on R&D initiatives that aim to support the lives of
people with dementia to that end.

Japan does not have an adequate system for participation from people living with dementia and other affected parties in policy making
and R&D. In most cases, they can only be involved in small parts of the entire process. | would like to see more effort devoted to
creating a system in which the voices of people living with dementia and their families are heard from the very beginning. Their needs
should be the starting point for the rapid social implementation of that system. From the perspective of building an inclusive society, |
would like to see solutions to the difficulties in daily living that we can see right in front of us.

P Co-create an R&D system with the people with dementia that is premised on building an inclusive society free of prejudice and
discrimination

Kazuko Fujita:

| was diagnosed with early-stage Alzheimer's disease fourteen years ago. Since then, | have received appropriate treatment and

maintained a positive attitude toward life. | am determined to never give up. Since 2014, | have been active in the Japan Dementia

Working Group (JDWG). The JDWG aims to create a society in which people living with dementia can continue living with hope and

dignity achieved through their active involvement.

While there is a strong tendency for discussions on developing medications to focus on dementia prevention, people with dementia also
want medications that let us live better lives after developing dementia. Interest in dementia prevention has been growing throughout
society, but the long-awaited introduction of policies on building an inclusive society has generated social interest in inclusion, as well.

The first thing one feels after developing dementia is the prejudice and discrimination society feels toward dementia. There are many
people who keep their doctor visits and therapies a secret. | think it is likely that many people who would benefit if they received the
right treatment at the right time have been unable to access treatment for quite a long time. In a society where you cannot even be
open about the fact that you have dementia, no matter how many medications are developed, it is difficult to raise your hand and say
you want to use them.

| am also left with the strong impression that there is no emphasis placed on co-creation with people with dementia in existing
pharmaceutical development processes. It is as if there was a feeling of, “I have to do it for them” among researchers. By involving
people with dementia from the early stages of R&D and working together, | think it would have brought to light many important
perspectives, such as how it feels to actually take and use a medication, or how the medication helped make day-to-day living more
comfortable.

| believe that if people with dementia can speak up confidently about what they feel, experience, and think is necessary and
communicate those thoughts to society, it will lead to effective cooperation in R&D.

P Creating an environment that enables communication from researchers and provides people with dementia with opportunities to
speak up

Takeshi Iwatsubo:

When thinking of how to build an inclusive society while engaging in R&D, | think there are two gaps to address. The first gap is in R&D.
Disease modifying pharmaceuticals currently being developed target the early phases of dementia. However, contrary to the wishes of
people living with dementia and their families, pharmaceuticals are not currently being developed for phases when clinical symptoms
are present. It is my understanding that many people with dementia and their families were disappointed to learn they were being
excluded from the target population in the FDA’s accelerated approval of aducanumab. However, that also shows that accurate
information regarding aducanumab’s target population is being communicated in Japan. | also think that if effective approaches can be
taken in certain areas, we can find a more specific direction to aim for in the areas that remain.

(Continued)
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The second gap is in thinking and awareness toward R&D. This gap exists between researchers and society as a whole, including people
living with dementia. R&D generally takes several years, so it requires long-term cooperation from participants. Looking at innovative
examples of initiatives from abroad, we see that researchers spare no effort in sharing the results of their latest research clearly and
accurately to people living with dementia and the general public. This has led to a positive cycle in which people with deeper
understanding cooperate with research more actively. Japan, on the other hand, has too few researchers, and they are spread out too
thin. We must actively incorporate new knowledge from other fields and intensify efforts to send R&D on an upward trajectory. Rather
than just confining themselves to the world of researchers, researchers must continuously communicate the value of their research to
society and keep society updated on their progress.

In Europe and the U.S., people who participate in clinical trials show their names and faces and openly communicate what motivated
them to participate. They talk about how they are cooperating with researchers and what they hope the trials will accomplish. | think we
must co-create an environment in which people living with dementia can speak up in that same manner in Japan.

» Promote awareness-building initiatives to eliminate prejudice and discrimination and create a society in which people with
dementia can lead comfortable lives

Toshihisa Tanaka:

Because there are many different visions and angles, | think there will be a slight gap when starting parallel efforts to build an inclusive
society and to advance R&D. | heard that there is a framework in the U.K. for involving people living with dementia in research design,
and that was an excellent point of reference when considering how Japan’s policies should be altered. While referring to such initiatives
and after discussions with the Japan Agency for Medical Research and Development (AMED), researchers, people living with dementia,
and other related parties, | think we can look forward to progress in Japan, as well.

On the topic of drug discovery, since efforts originally started with a focus on amyloid B (AB), | think it is inevitable that AB-targeting
pharmaceuticals will be developed first. If pharmaceuticals targeting tau are developed in the future, they might be approved for people
with advanced Alzheimer's disease.

Regarding the effort to build an inclusive society, various awareness-raising initiatives are advancing at the MHLW to eliminate
discrimination and prejudice, like the Dementia Supporter initiative. From the perspective of public-private partnerships, the
Government of Japan established the Dementia Innovation Alliance Public and Private Sector Working Group to work toward a society
where people with dementia can lead comfortable lives. It includes over 100 member organizations like those representing people living
with dementia and their families as well as academic societies.

» The open platform in the U.K. and communication strategies for involving people living with dementia

Fiona Carragher:

| was happy to hear that the importance of involving people living with dementia was a common theme in each panelists’ comments.
Their involvement will also be important to speed up clinical trials. In the U.K., there is an open platform called “Join Dementia
Research.” In addition to providing each volunteer with opportunities to register to participate in individual studies, Join Dementia
Research has also been very successful at matching people with studies that match their own interests.

To get more people involved in research, it is important to know the best time to encourage them to join. However, it is not easy to ask
people who have been diagnosed with dementia to participate in research. Is it better to ask them soon after they have been diagnosed,
or is it best to wait until they have had time to accept their diagnosis? It can be difficult to know the best time to ask.

In the U.K., after someone is diagnosed with dementia by a specialist, they are once again placed in the care of their primary care
physician. This can make it difficult for them to receive specialized support after diagnosis, including guidance on non-pharmacological
treatment options. Alzheimer Society provides support by keeping people with dementia and their families informed and by
collaborating with primary care physicians so people can receive specialized care after their diagnosis. During the process in which we
connect people to specialized care, we also provide information on R&D to the person with dementia, their families, and their primary
care physicians to create opportunities for participation. In the future, we plan to further expand these activities.

(Continued)
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I Discussion Point 2: Hopes and prospects for the development of disease-modifying therapies (DMTs)

P Concrete steps will be taken to develop pharmaceuticals for people with clinical symptoms

Takeshi Iwatsubo:

While only a limited group was able to undergo tau assessment during the clinical trial for aducanumab, the donanemab trial gathered
more participants and allowed them to undergo assessment. This created a clearer picture of the appropriate target group for therapy.
Development on pharmaceuticals for people with clinical symptoms has started to move slowly and steadily.

Although its focus is on the very early stages of dementia, the J-TRC is engaged in cohort building studies with the goal of slowing the
progression of symptoms among asymptomatic people who are undergoing pathological changes in the brain. | think that identifying
high-risk individuals and providing pathological intervention with disease modifying pharmaceuticals will gradually reveal possibilities for
prevention and the direction of our future approach.

» Developing viable biomarkers will lead to simpler diagnoses

Toshihisa Tanaka:

Once the effectiveness of pre-onset and early dementia treatments has been demonstrated, it will become even more important to
provide early diagnoses. Inexpensive, highly accurate biomarkers must be developed to promote early diagnosis. Once such
technologies are established, we can also look forward to seeing tests for dementia included in various health screening programs like
annual health checkups. In addition, if pharmaceuticals that are effective even after the onset of dementia can be developed, such as
those targeting tau, we must ensure they are fully utilized.

P Global cooperation is essential for eliminating stigma and ensuring equal access to accurate diagnosis and disease modifying
pharmaceuticals

Fiona Carragher:

Some important steps have to be completed before aducanumab is approved in the U.K. First, its cost-effectiveness must be appraised

at the National Institute for Health and Clinical Excellence (NICE).

In the future, it is important that we consider how to ensure equal access to diagnosis, clinical trials, and disease modifying
pharmaceuticals. We must make sure everyone has access to early, accurate diagnoses and disease modifying pharmaceuticals.
Developing biomarkers and improving diagnostic methods will also be important to improve access. In the U.K., PET scan access is a
challenge. If blood tests can be used for diagnosis instead, it is likely to result in significant changes in the path from detection to
diagnosis. The U.K. is culturally diverse and we value inclusivity. Because language can pose hurdles to diagnosis and treatment,
improved access to interpretation services and other forms of multilingual support are necessary. It is also important for clinical trials to
include people from diverse backgrounds.

It is also necessary for the international community to work together to eliminate discrimination and prejudice against dementia. In the
U.K., people still have the strong tendency to view being diagnosed with dementia or diagnosing someone with dementia as taboo. The
diagnosis rate for dementia is lower than other diseases, such as cancer. By collaborating with Governments and through international
networks to transmit the voices of people with dementia to as many people as possible, we believe we can help eradicate discrimination
and prejudice. In turn, | think that will promote earlier diagnosis and intervention and lead to smoother social implementation of disease
modifying pharmaceuticals.

P Design R&D processes that also have a basis in the issues directly facing people with dementia and their families

Morio Suzuki:

To participate in clinical trials, people with dementia face various hurdles such as deciding whether to suspend or continue other
treatments or changing their primary care facility. There also might face concerns related to the positioning of novel therapies in the
National Health Insurance system or the financial burden to be shouldered by patients. When starting R&D initiatives, | would like for
consideration to be paid in advance toward the challenges that people with dementia and their families will face later in the initiative as
well as toward methods of responding to those challenges. | think that early diagnosis will lead to various sources of hope, not just early
intervention with medication. Even if these efforts do not immediately lead to treatment, | think they will enable people to prepare for
life with dementia while continuing to participate in society.

Another important aspect will be how to measure the effectiveness of new therapies. For example, during the discussion today, data
was presented showing that disease modifying pharmaceuticals slowed cognitive decline, but how closely do those results match what
people with dementia feel? It is important that scientific assessments match the feelings of people with dementia and that the person
with dementia feels their condition is improving. For this reason, | hope more realistic assessment indicators are created.

(Continued)

27 |



H G P Health and Global
Policy Institute

Panel Discussion

“Issues and Prospects for the Development and Dissemination of Disease Modifying Therapies for Dementia”

» Rather than aiming for a cure, develop pharmaceuticals that enable people to coexist with dementia

Kazuko Fujita:

Rather than an approach that only focuses on developing a cure, | would also like to see medications that help people live together with
dementia. My firsthand experiences have taught me the importance of early intervention. While some have doubts regarding our ability
to undo existing damage to the brain, it would be nice if there was a way to help people at least maintain their current conditions and
relieve symptoms that make it hard to live with dementia, like lethargy and sleep disorders.

It is also necessary to take care to not give people the mistaken impression that their disease will be cured if they participate in clinical
trials. | would like to make sure participation in clinical trials is carefully presented in a manner in which people with dementia can view
their participation as something that gives hope to others who may develop dementia in the future.

» Japan and the U.K. share common challenges and must maintain global cooperation

Fiona Carragher:

Scientists are also currently focusing on dementia and we are looking forward to breakthroughs. We expect blood biomarker
development and improvements to diagnostic techniques will lead to easier, more accurate diagnostic methods. These are also likely to
allow more people to be diagnosed at earlier stages, but that will require even better care and support systems. Strategies for
communicating with people with dementia and their families will also be necessary to build understanding toward the significance of
participating in clinical trials after diagnosis.

For me, participating in today’s discussion reinforced the fact that there are common issues shared by Japan and the U.K. The number of
people diagnosed with dementia is expected to continue increasing in both our countries, so there is much that we can learn from each
other and many areas in which we can cooperate. These include R&D and non-pharmacological interventions. While sharing our hopes
for the future, | would like for us to continue engaging in global, multi-stakeholder collaboration and cooperation.

P Researchers and people living with dementia need opportunities to meet each other halfway

Ryoji Noritake:

Today’s discussion reinforced my impression that people with dementia and their families have a strong desire to contribute to the next
generation. To engage in specific activities like clinical trials, a platform must be built and opportunities must be created to bridge the
gap between researchers and people living with dementia. | think efforts that we must pursue in the future have also become clearer.
For example, easy-to-understand explanations must be provided when communicating with people living with dementia. Our discussion
gave me hope that we can advance efforts to build an inclusive society and engage in research and development in parallel, like wheels
on a car.
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Kiyoshi Kurokawa (Chairman, HGPI; Committee Member / Vice Chair, WDC)

The World Dementia Council (WDC) was established in 2013 following the G8 Dementia Summit held in
London. Since then, the importance of measures for dementia has attracted a great amount of attention.
Research on dementia is advancing day by day, and | believe the key will be finding indicators that can be easily
measured.

Looking at the history of medicine, we began to understand the relationship between high blood pressure and
sodium intake around 1960, and there was a breakthrough in therapies to lower blood pressure with the
development of diuretics. Looking at atherosclerosis, a leading cause of death, researchers at the National
Institutes of Health (NIH) in the U.S. focused on the relationship between atherosclerosis and cholesterol
metabolism in the 1970s. They discovered that hypercholesterolemia is a risk factor for atherosclerosis. This
allowed researchers to determine the effectiveness of pharmaceuticals for atherosclerosis by measuring blood cholesterol Ievels and
led to the development of statins by Akira Endo in 1973.

History provides countless examples of significant progress made after the discovery of causal, measurable indicators. This is now a key
agenda item in dementia R&D. Digital technology, which is advancing much faster than biotechnology, may also be a source of clues.
Recent advances in brain science and neuroscience as well as the FDA’s accelerated approval of aducanumab are starting to show us
signs of a new direction, which is another source of hope.

The U.K. and Japan are both highly-populated island nations off the coast of continents. We have a long history of cooperation, and |

would like for us to continue the kind of collaboration we had today. | would like to express my sincere gratitude for everyone’s active
participation in the discussion we held today on this important, shared issue.
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» Promoting an inclusive society to maximize benefits from R&D results

If there are people who cannot receive a diagnosis and treatment for dementia at the right time due to prejudice and discrimination
toward dementia, even if disease-modifying therapies (DMTs) for dementia are successfully developed, it will be impossible for those
DMTs to reach the people who truly need them. The same applies to efforts to involve people with dementia, their families, and their
caregivers in R&D. We can even say it will truly only be possible to promote participation form people with dementia in R&D when
discrimination and prejudice have been eliminated. To achieve that, Japan is currently advancing measures under the National
Framework for Promotion of Dementia Policies based on the two pillars of “inclusion” and “prevention.” However, to maximize R&D
results, it will be essential to first build a society in which people coexist with dementia.

P Creating R&D designs that are centered on people living with dementia and adopting communication strategies to promote
understanding toward research

Rather than focusing only on medical effectiveness, it will be necessary to promote research that takes the perspectives of people living

with dementia into account and will contribute to ease of living and better QOL. An example of one such initiative is underway in the

U.K., where there is a system to promote research deemed high priority by people with dementia. This is done by involving them, their

families, and their caregivers in research design, even for clinical studies. While referring to best practices from other countries and

fields, it will be necessary to discuss how to best promote involvement from people with dementia in R&D in Japan, as well.

Participant recruitment is particularly important when conducting clinical trials. In Japan, development on a framework for participation
in research is currently underway through the Japan Trial-Ready Cohort (J-TRC), which aims to build a registry of people who can join
studies for developing preventive medications for dementia.

To further promote participation from people living with dementia, those in academia and the Government must communicate the
goals and significance of each research initiative, expected results, and the impact and effects participating will have on society as well
as on other people living with dementia, their families, and their caregivers. This must all be communicated in terms that are easy to
understand. It is also necessary to be understanding of and considerate toward the physical and mental burdens that participating in
research places on people with dementia, their families, and their caregivers.

P Establishing a system to facilitate smooth social implementation of R&D results

In the future, it is inevitable that the number of prevalent cases of dementia in Japan will increase. To ensure the smooth social
implementation of innovative DMTs for diseases that cause dementia, we must establish a system to appropriately assess innovation.
When doing so, we must take into account target population scale as well as social and economic impact. We must also build social
consensus on assessment methods. For example, the price of a disease-modifying pharmaceutical that was recently granted accelerated
approval by the U.S. Food and Drug Administration (FDA) is attracting attention from the press in Japan and abroad. To assess
innovation properly, it will be important to include people living with dementia, their families, and their caregivers when holding
discussions on assessment. These discussions should not only take into account short-term costs; they should also cover medium- to
long-term benefits to people with dementia, their families, and their caregivers, as well as to society and to the economy.

It is also necessary to build a system for highly accurate, early diagnosis. If accurate, simple diagnostic techniques are established, it will
lighten burdens placed on research participants, increase precision during participant selection for clinical trials, and enable the
development of DMTs that more closely fit the physical conditions and characteristics of each person. Establishing this diagnostic
system will be essential for implementing DMTs in society. Developing and disseminating DMTs targeting the preclinical period, when
clinical symptoms can be difficult to detect, is especially important. Doing so will make it possible to identify people eligible for
treatment and intervention through annual health checkups, medical examinations, and similar processes. In addition to further
advances in conventional brain imaging tests, there are high expectations for research on blood and digital biomarkers and the
development of diagnostic technologies that use blood and digital biomarkers. If these technologies are adopted and it becomes
possible to conduct more accurate, simple examinations, those examinations can then be implemented in annual health checkups and
medical examinations as a matter of public policy, thus improving access to early diagnosis.

Findings from studies conducted abroad must also be adopted and implemented into Japanese society. An example of one such study is
the Finnish Geriatric Intervention Study (the FINGER Study), which made Finland the first country to demonstrate the effects of lifestyle
interventions on reducing cognitive decline among elderly people. A program for the social implementation of their findings is currently
underway in Japan. Moving forward, it will be important to conduct basic research to identify the underlying mechanisms of dementia
prevention and symptom improvement as well as research for the social implementation of evidence-based initiatives from abroad.
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P Engaging in global collaboration through a research promotion platform that unites multi-stakeholders

One of the goals set at the G8 Dementia Summit held in the U.K. in 2013 was identifying a DMT for dementia by 2025. The G8 ministers
also agreed to increase research spending, increase the number of specialists involved in R&D, and share information like research data
and findings globally. Since then, momentum for dementia R&D has grown around the world, but the scale of the field is still small
compared to diseases like cancer. Also, infectious disease control became an urgent issue starting in 2019 due to the Coronavirus
Disease 2019 (COVID-19) pandemic. People in many countries are concerned this will cause interest and public-private investment in
dementia to stagnate.

To avoid that from occurring, domestic and international stakeholders from industry, Government, academia, and civil society must

continue communicating the importance of dementia R&D to the international community with a focus on people living with dementia,
their families, and their caregivers. A platform for disseminating information to society and sharing knowledge, data, and best practices
among all stakeholders must also be established. As mentioned at the symposium, we can look to Join Dementia Research in the U.K. as

an example.
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Toshihisa Tanaka (Special Officer for Dementia Policy and Assistant Section Chief, Division of Dementia Policy
and Community-Based Long-Term Care Promotion, Health and Welfare Bureau for the Elderly, Ministry of
Health, Labour and Welfare)

Education:
1988 M.D.; Osaka University Medical School, Osaka, Japan
1993 Ph.D.; Osaka University Graduate School of Medicine, Osaka, Japan

Professional carrier:

1993-1996 Postdoctoral Fellow (Laboratories of Drs. K. Igbal and I. Grundke-Igbal,
NYS Institute for Basic Research in Developmental Disabilities, Staten Island,
New York
1997-2000 Assistant Professor, Osaka University Graduate School of Medicine
2002-2013 Associate Professor, Osaka University Graduate School of Medicine
2013-2020 Vice-director of department, Psychiatry,
Osaka University Graduate School of Medicine
2015-2020 Hospital Professor, Osaka University Hospital, Psychiatry
2020-Present Senior specialist for dementia, Health and Welfare Bureau for the Elderly,

Ministry of Health, Labor and Welfare, JAPAN
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Keynote Lecture 2: “Future Issues and Prospects for Developing and Disseminating DMTs for Dementia

- from academic perspective”

EWE RRARZAREREZ RV TRMARRE E P TR R E P B $UR,
RRAFEFZEHMERE 28 - REFREEE ER)

BH59F RRAFEFHEE, BH61FE HERAFHBARAR. EHTE ERAFEFEMHRE
BF. FRI0F RRARFAFREZRARE - BREFHE R, FRI19F ERAFAFEREF R
HRE - IRREF DR #UR. ADNIZEMRRE. SF2F EiEm - MRERMR L & — ikt
xR G&B) . BEICES,

HP HRREY (TILYNAT =R/ N—=F VY VRERODFRERE) | TILYNA T —RAERERR
ICE8d %R

TARTE D 2004FE B AREREFESE. Metlife Foundation 2008 Award for Medical Research Alzheimer’s
Association Henry Wisniewski Lifetime Achievement Award 2010, 2011F ~NJLYE25%E. 2012 Potamkin
Prize for Research in Pick’s, Alzheimer’s Disease and Related Diseases. F 10 S FE—=HE,

Takeshi Iwatsubo (Professor, Department of Basic Neuroscience, Department of Neurology, Graduate School of
Medicine, The University of Tokyo; Director, Unit for Early and Exploratory Clinical Development, The University
of Tokyo Hospital)

Takeshi Iwatsubo is a Professor of Neuropathology at the School of Medicine, University of Tokyo.
Originally trained as a neurologist and neuropathologist, he has contributed to the studies of human
neurodegenerative  disorders, especially Alzheimer’s and Parkinson disease, using multidisciplinary
approaches. He demonstrated that A42 is the initially deposited species in senile plague amyloid,
elucidated the process of-secretase complex formation and identified hyperphoshorylated -synuclein as
a component of Lewy bodies. On the clinical front, Iwatsubo has been the PI of Japanese AD Neuroimaging
Initiative (J-ADNI) and currently he serves as the Pl of the A4 study in Japan, and the Japanese Trial Ready
Cohort for Preclinical and Prodromal Alzheimer’s Disease (J-TRC-PAD).
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Keynote Lecture 3: “Activities of the WDC and Steps for Promoting Dementia Research and Development on the

International Level”
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Lenny Shallcross (Executive Director, WDC)

Lenny Shallcross is Executive Director of the World Dementia Council. Prior to leading the World Dementia
Council Lenny was Head of Community Engagementat the Alzheimer’s Society in the UK leading programmes
across the UK to establish Dementia Friendly Communities. Before working for Alzheimer's Society he worked in
the UK government as a special adviser at the Department for Culture, Media and Sport and the Department of
Health as well as working in Parliament and for the Labour Party. Lenny read medicine and history at Cambridge
University.
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Panel Discussion:

% H G P Health and Global
Policy Institute

“Issues and Prospects for the Development and Dissemination of Disease Modifying Therapies for Dementia”
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Morio Suzuki (Representative Director, Alzheimer’s Association Japan)

Mr. Morio Suzuki was born in Obu City, Aichi Prefecture in 1952. In 1974, he graduated from the Department of
Welfare Science at Aichi Prefectural University. Until March 2017, he held various roles at hospitals and long-
term care facilities in Aichi and Ishikawa Prefectures which included medical social worker, director of an
intensive care home for the elderly, and care manager. In 1984, he participated in the establishment of the
Ishikawa branch of the Association of Families Supporting Elderly People while active as a caregiver. At
Alzheimer’s Association Japan headquarters, he became a standing board member in 2015 and was appointed
to his current position of representative director in June 2017. His other current positions include Member,
Japan Dementia Public-Private Council Executive Committee; Part-time Lecturer, Kinjo University; and Psychiatric
Social Worker.
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Kazuko Fujita (Representative Director, Japan Dementia Working Group)

Ms. Kazuko Fujita was born on September 1, 1961 and is a resident of Tottori City, Tottori Prefecture. She served
as a nurse for fifteen years and acted as a caregiver for her mother-in-law for nine years. After being diagnosed
with Early-Onset Alzheimer's disease in July 2007, she began advocacy activities as a person with dementia.
Currently, she serves as Representative Director of the Japan Dementia Working Group (JDWG). Together with
partners nationwide, she is actively working to spread the “Declaration of Hope for Living with Dementia.” She
was appointed as a Ministry of Health, Labour and Welfare Ambassador of Hope on January 20, 2020.
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Takeshi lwatsubo (Professor, Department of Basic Neuroscience, Department of Neurology, Graduate School of
Medicine, The University of Tokyo; Director, Unit for Early and Exploratory Clinical Development, The University
of Tokyo Hospital)

Please refer to “Keynote Lecture 2”
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“Issues and Prospects for the Development and Dissemination of Disease Modifying Therapies for Dementia”
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Toshihisa Tanaka (Special Officer for Dementia Policy and Assistant Section Chief, Division of Dementia Policy
and Community-Based Long-Term Care Promotion, Health and Welfare Bureau for the Elderly, Ministry of
Health, Labour and Welfare)

Please refer to ”“Keynote Lecture 1”

Fiona Carragher (ZE[E 7 /LY /"1 ¥ —J&tHE (Alzheimer’s Society)
Director of Research and Influencing)
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Fiona Carragher (Director of Research and Influencing, Alzheimer’s Society)

As Director of Research and Influencing, Fiona plays a pivotal role in Alzheimer’s Society’s vision to create a
world without dementia. Fiona has overall responsibility for our Research and Influencing strategy; leading our
growing and ambitious world-class research programme and portfolio and our work to strengthen our position
as the national charity leader on dementia health, social care policy and societal change. Prior to joining
Alzheimer’s Society, Fiona was the Deputy Chief Scientific Officer for NHS England. Fiona has also recently
joined the board of Kent and Medway Health and Social Care Partnership NHS Trust as a Non-Executive Director.
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Ryoji Noritake (CEO, Board Member, Health and Global Policy Institute)

Mr. Ryoji Noritake is the CEO, Board Member of Health and Global Policy Institute (HGPI), a Tokyo-based
independent and non-profit health policy think tank established in 2004. He also serves as a pro-bono
consultant for Project HOPE, a US-based medical humanitarian aid organization. Through HOPE and HGPI, he
has led health system strengthening projects in the Asia-Pacific region and engaged in US Navy’s medical
humanitarian projects. His focus is a multi-sectoral approach for health issues such as public-private
partnerships and civil-military coordination. He was a Working Group Member for the World Health
Organization’s “Expert Consultation on Impact Assessment as a tool for Multisectoral Action on Health” in 2012.
He is a graduate of Keio University’s Faculty of Policy Management, holds a MSc in Medical Anthropology from
the University of Amsterdam, the Netherlands. He is currently a Visiting Scholar at the National Graduate
Institute for Policy Studies, a member of Tokyo Metropolitan Government’s Policy Discussion Roundtable for
Super Ageing Society.
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Kiyoshi Kurokawa (Chairman, HGPI; Committee Member / Vice Chair, WDC)

Dr. Kiyoshi Kurokawa is a professor emeritus at the National Graduate Institute for Policy Studies (GRIPS),
Member / Vice Chair of World Dementia Council (WDC), International Scientific Advisory Committee (ISAC), and
Harvard T.H. Chan School of Public Health, John B. Little (JBL) Center for Radiation Sciences. After graduating
from the University of Tokyo Faculty of Medicine, he served as a professor at the School of Medicine of UCLA
(1979-1984), University of Tokyo (1989-1996), the dean of Tokai University School of Medicine (1996-2002), the
president of the Science Council of Japan (2003-2006), the science advisor to the Prime Minister (2006-2008),
World Health Organization (WHO) commissioner (2005-2009), Chair and Representative Director of Global
Health Innovative Technology (GHIT: 2013.1-2018.6) and the executive member of many other national and
international professional societies. He was also the chairman of the Fukushima Nuclear Accident Independent
Investigation Commission by the National Diet of Japan from December 2011 to July 2012.
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Health and Global Policy Institute: Guidelines on Grants and Contributions
As an independent, non-profit, non-partisan private think tank, Health and Global Policy Institute, (the Institute) complies with
the following guidelines relating to the receipt of grants and contributions.

1. Approval of Mission
The mission of the Institute is to improve the civic mind and individuals’ well-being, and to foster a sustainable healthy
community by shaping ideas and values, reaching out to global needs, and catalyzing society for impact. The activities of the
Institute are supported by organizations and individuals who are in agreement with this mission.

2. Political Neutrality
The Institute is a private, non-profit corporation independent of the government. Moreover, the Institute receives no
support from any political party or other organization whose primary purpose is political activity of any nature.

3. Independence of Project Planning and Implementation
The Institute makes independent decisions on the course and content of its projects after gathering the opinions of a broad
diversity of interested parties. The opinions of benefactors are solicited, but the Institute exercises independent judgment
in determining whether any such opinions are reflected in its activities.

4. Diverse Sources of Funding
In order to secure its independence and neutrality, the Institute will seek to procure the funding necessary for its operation
from a broad diversity of foundations, corporations, individuals, and other such sources. Moreover, as a general rule,
funding for specific divisions and activities of the Institute will also be sought from multiple sources.

5. Exclusion of Promotional Activity
The Institute will not partake in any activity of which the primary objective is to promote or raise the image or awareness of
the products, services or other such like of its benefactors.

6. Written Agreement
Submission of this document will be taken to represent the benefactor’s written agreement with the Institute’s compliance
with the above guidelines.

Health and Global Policy Institute (HGPI)
Grand Cube 3F, Otemachi Financial City,
Global Business Hub Tokyo

1-9-2, Otemachi, Chiyoda-ku, Tokyo
100-0004 JAPAN

TEL: +81-3-4243-7156 FAX: +81-3-4243-7378
Info: info@hgpi.org

Website: https://www.hgpi.org/en/
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