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Health and Global Policy Institute (HGPI) Dementia Policy Project

Symposium “Building an R&D System Together with People Living With Dementia and
Their Families — Driving Parallel Progress on an Inclusive Society and in R&D"”

Program

Date and time: February 2, 2023 13:00-15:30 in JST
Format: Online using the Zoom conferencing system

13:00-13:15

13:15-13:35

13:40-14:30

14:35-15:30

Opening Remarks and Overview
Shunichiro Kurita (Manager, Health and Global Policy Institute)

Keynote Lecture “Cooperating with People Living with Dementia and Their Family Members in

Dementia R&D - Current Circumstances and Issues”

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)

Q&A session “Necessary Steps for Research that Incorporates Dialogue — Questions from Affected

Parties, Questions from Academia”

Researchers:

Ryoko lhara (Chief Physician, Department of Neurology, Tokyo Metropolitan Geriatric Medical
Center Hospital)

Yoshiki Niimi  (Special Appointed Lecturer, The University of Tokyo Hospital)

Hidetaka Ota (Professor and Director, Advanced Research Center for Geriatric and Gerontology,
Akita University)

People with Dementia and Caregivers:

Kazuko Fujita (Representative Director, Japan Dementia Working Group)

Morio Suzuki  (Representative Director, Alzheimer’s Association Japan (AAJ))

Presenter & Commenter:

Jin Higashijima (Associate Professor, Graduate School of Global and Transdisciplinary Studies, Chiba
University)

Moderator:

Shunichiro Kurita

Panel Discussion “Thinking About and Creating R&D Together — From Daily Living to Healthcare

and Long-term Care”

Panelists:

Masaaki Hirai (Representative, Mahoroba Club)

Ryoko Ihara

Tomoya Koyama (Deputy Director, Healthcare Industries Division, Commerce and Service Industry
Policy Group, Ministry of Economy, Trade and Industry (METI))

Naomi Sakurai  (President, Cancer Solutions Co., Ltd.)

Keisuke Suzuki  (Director, Innovation Center for Translational Research, National Center for
Geriatrics and Gerontology)

Morio Suzuki

Kousuke Wada  (Director for Dementia Strategy, Division of Dementia Policy and Community-Based
Long-Term Care Promotion, Health and Welfare Bureau for the Elderly, Ministry of
Health, Labour and Welfare (MHLW))

Moderator:

Takahiro Sakauchi (Senior Associate, HGPI)
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Opening Remarks and Overview

Shunichiro Kurita (Manager, Health and Global Policy Institute)

Introducing Health and Global Policy Institute’s Dementia Policy Project

Health and Global Policy Institute (HGPI) is a non-profit and independent health policy think tank established in
2004. We are working with the mission of “achieving citizen-driven healthcare policy”. HGPI has been ranked for
twelve consecutive years in the “Global Go To Think Tank Index Report” from the Think Tanks and Civil Societies
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. In 2016, HGPI conducted a project for the Japan Agency for Medical Research and
Development (AMED) entitled the “Research Project on the Construction and Use of a Model for an International
Public-Private Partnership (PPP) in Dementia Research” which advocated for the importance of utilizing a PPP in
dementia research. Since then, we have seen a certain degree of progress in efforts to build a system for a PPP in
dementia, such as by having this need reflected in Government growth strategies or in various measures.

The importance of Patient and Public Involvement (PPI) in dementia research

While efforts to build systems for PPPs have made progress in other fields such as in cancer treatment, similar
efforts in the field of dementia are still in their early stages overall. Overseas, multi-disciplinary, multi-stakeholder
platforms that encompass the entire field of dementia are fulfilling various roles and include TrialMatch, which is
being advanced by Alzheimer’s Association, a non-profit organization; or Join Dementia Research, a public-private
initiative that is currently underway in the United Kingdom. Japan also requires a foundation for collaboration
that covers various themes in dementia research including prevention, diagnosis, treatment, care, and products
and services.

Patient and Public Involvement (PPI) in research will be a core element for building a collaborative platform in the
field of dementia that unites people living with dementia and their families, academia, industry, and civil society.
In particular, such initiatives must emphasize moving forward together with people living with dementia and their
families throughout processes that include research design, research, and reflecting the results of research in
society. Incorporating PPl from the research design phase increases the chances that the innovations generated
will be centered around the needs of the parties most affected.

Introducing the public symposium

Starting this fiscal year, the HGPI Dementia Policy Project has been holding repeated discussions from the
perspectives of affected parties and representatives of academia and industry in the field of dementia and other
fields under the title of “Building an R&D System Together with People Living With Dementia and Their Families —
Driving Parallel Progress on an Inclusive Society and in R&D.” These discussions have reaffirmed the importance
of establishing a collaborative platform that is centered around people living with dementia and their families;
that unites civil society, industry, academia, and Government; and that emphasizes the perspective of making
parallel progress on building an inclusive society while promoting R&D. To help build such a platform, we are here
to hold a multi-stakeholder discussion on what is lacking and what is necessary moving forward. We will also
consider necessary next steps for promoting PPl in dementia research to generate innovations which are based
on the needs of people living with dementia and those close to them through a collaborative platform.
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Keynote Lecture : “Cooperating with People Living with Dementia and Their Family Members

in Dementia R&D — Current Circumstances and Issues”

Takeshi Iwatsubo (Professor, Department of Neuropathology, Medical Science
Graduate Program (Neuroscience), Graduate School of Medicine, The University
of Tokyo; Chairman, Japan Society for Dementia Research)

The importance of having participation from the parties most affected in R&D

In clinical studies or trials to verify the effectiveness of therapies that involve people, it is essential to have the
parties most affected participate as volunteers. On top of that, the opinions and true needs of those parties must
be reflected when formulating research plans or setting the direction of research.

In addition, | have often felt that we need a system which allows people living with dementia and the general
public to readily access the latest information on topics like progress in research on the underlying causes of
dementia or treatments, that presents said information in an easy-to-understand manner, and that allows people
to receive consultations about points that are unclear to them.

Furthermore, it is vital that detailed information regarding research is shared with participants to the greatest
extent possible. Such information might include the need for a study, specifics as to what participants might
experience over the course of it, the significance of the findings of the tests conducted (for example, amyloid
accumulation in the brain), and what results we might obtain from it. To conduct R&D that is meaningful, the
voices of people living with dementia and those close to them must reach researchers, the Government, and the
general public.

The R&D we need for an inclusive society

The accelerated approval of an anti-amyloid antibody drug for Alzheimer’s disease in the United States provides a
representative example of how the results of research can be applied. To share the significance of that
achievement and to link it to R&D in the future, information such as the latest findings in dementia (such as why
we target amyloids, or how antibodies work), the background to our research, and the need for research in the
future (to determine what is necessary beyond treatment) must be conveyed to people living with dementia and
other affected parties ina manner that is easy to understand.

While written statements of scientifically-accurate facts like, “Over an 18-month period, people on the drug had
27% less cognitive decline than those who received placebo” or “There was a 5.3 to 7.5 month delay in symptom
progression by the completion of the trial” can be made easier to understand if expressed differently, it will be
necessary for researchers to give thorough consideration to “clinical meaningfulness” — in other words, the
degree to which the results obtained meet the desires and needs of the affected parties, or the significance of
those results within society. They must then share that information with participants and with greater society. |
believe this is the kind of R&D that will be necessary if we are to make society aninclusive place.

The significance of symptom-modifying drugs and efforts from academic societies for their practical
application

Symptom-modifying drugs have the potential to improve symptoms even beyond pre-medication levels, although
only temporarily. However, even if someone begins treatment with disease-modifying drugs, those drugs do not
alter the rate at which their symptoms worsen each year, nor do they make it possible to improve cognitive
function beyond pre-medication levels.
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Keynote Lecture : “Cooperating with People Living with Dementia and Their Family Members

in Dementia R&D — Current Circumstances and Issues”

Yet, once someone begins using them, they can slow the rate of symptom progression or reduce the worsening of
symptoms over the course of use. It is possible we have yet to fully realize the effects of disease-modifying drugs,
and preparations must be made so we can interpret the significance of the benefits from their long-term use in a
manner that conforms to the context of everyday living. We also require a mechanism that will let us evaluate
their overall effects on daily living over longer periods of time, including after clinical trials have been completed
or in real-world clinical settings. | think disease-modifying drugs can be thought of as tools that will allow us to be
more dementia-inclusive. In other words, they can be seen as treatments that make living with dementia easier
by enabling people to maintain cognitive function and independence as long as possible.

Initiatives for the practical application of disease-modifying drugs from academic societies are reaffirming the
importance of inclusion and participation from the parties most affected through discussions with broad
perspectives. Those perspectives include understanding and awareness of disease-modifying therapies (DMTs;
namely, antibody drugs); acceptance among the parties most affected; post-diagnostic follow-up; supporting
people living with dementia and their families for who are ineligible for treatment; healthcare provision and
equity; community medicine, disease care, and administration; health economics and insurance reimbursements;
perceptions of dementia in society and the media; and the importance of enacting the Basic Act for Dementia.

Collaboration for each stage of dementia and the Japanese Trial Ready Cohort (J-TRC) study

While clinical trials have demonstrated the effects of lecanemab and other disease-modifying pharmaceuticals,
when we enter the stage in which those pharmaceuticals are launched, they will be indicated for the early stages
of Alzheimer’s disease (AD), from the stage of mild cognitive impairment (MCI) to mild dementia. This means that
we must develop novel methods of responding to and caring for people who are in the moderate or more
advanced stages and are not eligible for treatment with disease-modifying drugs. There is a high level of need for
such forms of treatment and care among the affected parties.

As we currently lack methods of guiding people who are in the even earlier stages of dementia (who are
asymptomatic or have preclinical AD) to healthcare and research, efforts are currently underway to use the
internet and other tools to conduct publicity and build a trial ready cohort. The Japanese Trial Ready Cohort for
Preclinical and Prodromal AD (J-TRC-PAD) study is building a cohort of people who are interested in participating
in clinical trials. In that initiative, the J-TRC Web Study (which covers basic information, family history, medical
history, lifestyle habits, the Cogstate Brief Battery (CBB), and the Cognitive Function Index (CFl)) is given to
volunteer participants from age 50 to age 85 over the internet. It aims to gather 15,000 to 20,000 participants
and currently has approximately 12,800 people.

The participants who meet the necessary conditions undergo risk assessment through J-TRC On-Site Research
(which includes the Preclinical Alzheimer Cognitive Composite (PACC) administered by psychologists as well as
amyloid PET tests and other standard tests). Those who are found to be eligible are invited to participate in
clinical trials that aim to help develop effective therapeutics.

While the number of people enrolling in the J-TRC study slowed significantly due to the COVID-19 pandemic, TV
news coverage and other reporting on the study led to a surge in inquiries and registrations. It was an event that
reminds us that there are many people who possess a strong interest in dementia treatment.

It is also worth noting that there are limits to initiatives that issue one-way calls for participation using the
internet. While online communication practices spread rapidly during the COVID-19 pandemic, steps must be
taken to further expand two-way forms of communication. Given the growing need for ICT-based Decentralized
Clinical Trials (DCTs), two challenges we will face are (1) obtaining consent and involvement that is premised on
participants being adequately informed and (2) communicating with participants to help maintain their
willingness to continue participating in research.
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Keynote Lecture : “Cooperating with People Living with Dementia and Their Family Members

in Dementia R&D — Current Circumstances and Issues”

Necessary steps for the parallel advancement of an inclusive society and R&D

R&D that is based on the needs of people living with dementia, their families, and civil society will be essential to
promote innovation in the field of dementia that originates from Japan. It is vital that we further advance Patient
and Public Involvement (PPl) in R&D to deepen mutual understanding among parties like researchers at
universities, research institutions, and companies and people living with dementia, their families, and civil society
sowe can achieve innovations based on the perspectives of the people most affected.

It is essential that we enact the Basic Act for Dementia quickly to support PPl from people living with dementia
and their families. We must promote R&D by securing R&D budgets and PPI to achieve the three pillars of early
detection, early response, and early diagnosis in a manner that reflects the innovations that have occurred in the
areas of diagnosis and treatment. Expectations are high for the enactment of the Basic Act for Dementia to
reflect the perspectives of the parties most affected in various aspects of policy formulation and research
promotion. We must also create a future in which dementia research that is tailored to each stage of progression
is promoted and in which the fruits of research are rapidly disseminated and implemented to steadily achieve
equity in healthcare and long-term care.

A policy speech given to the Diet by Prime Minister Kishida in January 2023 included the statement, “My concept
is for the public and private sectors to work together to turn social issues into engines of growth, thereby
resolving social issues while simultaneously achieving economic growth simultaneously. This will help create a
sustainable and inclusive economy and society.” To give a specific example of this, he went further to say, “Just
the other day, the world’s first therapeutic drug to keep the disease progress of Alzheimer’s in check, jointly
developed by Japanese and U.S. companies and expected to be fully rolled out globally, was granted accelerated
approval by the U.S. Food and Drug Administration. It is a great pleasure to know that this ground-breaking
innovation originating from Japan will transcend national boundaries to bring a ray of hope to people with
dementia and their families.” While utilizing various voices and forms of support such as these, | would like for us
to incorporate R&D in an inclusive society as we aim to achieve further progress.
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Q&A session “Necessary Steps for Research that Incorporates Dialogue — Questions

from Affected Parties, Questions from Academia”

Hidetaka Ota
(Professor, Chief Director,
Advanced Research Center
for Geriatric and Gerontology,
Akita University)

Participants

Ryoko lhara
(Chief Physician, Department
of Neurology, Tokyo
Metropolitan Geriatric
Medical Center Hospital)

Morio Suzuki
(Representative Director,
Yoshiki Niimi Alzheimer’s Association Japan (AAJ))

(Special appointed lecturer,
Unit for early and exploratory
clinical development,

University of Tokyo)

Kazuko Fujita
Representative Director,
Japan Dementia Working
Group (JDWG)

G

Presenter & Commentator Moderator

Jin Higashijima
(Associate Professor,
Graduate School of Global
and Transdisciplinary
Studies, Chiba University)

Shunichiro Kurita
( Manager, Health and
Global Policy Institute)

Lecture: Defining “Research that Incorporates Dialogue” — Patient and Public Involvement (PPl) in
Research
Jin Higashijima (Associate Professor, Graduate School of Global and Transdisciplinary Studies, Chiba University)

The basic concept of research with dialogue — Patient and Public Involvement (PPI)

While many people perceive of R&D as something that is conducted by researchers or people serving at
companies, the basic concept of “research that incorporates dialogue” — particularly, that which focuses on
diseases or people —is research that is not only considered by researchers alone. Rather, it is a concept that aims
to achieve better research by considering it together with patients and other people who are closely involved
with the themes being studied (the affected parties; for dementia, this refers to people living with dementia and
those close to them).

In the context of this research, “dialogue” refers to the act of moving forward on R&D initiatives while holding
conversations that are based on the perspectives of affected parties in a broad sense. The significance of holding
such dialogue has come to be recognized in many fields in both a philosophical sense and a practical one, and
efforts to promote dialogue are progressing steadily in places like Europe, Canada, the U.S., and Australia, and
some countries and regions have already enacted legislation onit.

While the significance of involvement from affected parties in society or areas like community development,
healthcare, caregiving, and R&D has been recognized, a number of papers have pointed out that their
involvement from the perspective of implementation is inadequate.
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Q&A session “Necessary Steps for Research that Incorporates Dialogue — Questions

from Affected Parties, Questions from Academia”

In the past, when designing and implementing R&D, efforts have generally been based around the ideas of the
people who provided funding. This means the perspectives of the people who were the subject of such R&D
initiatives were not conveyed to those conducting it. However, developments in recent years have revealed that
partnering with people who are likely to be affected by R&D and who have related experiences with the area in
guestion can help to disseminate themes, methods, and findings to society and is likely to result in better
research.

The significance of incorporating perspectives from patients and citizens in research

In the United Kingdom, the National Health Service (NHS) defines PPl in research as, “Research that is done ‘with’
or ‘by’ the public, not 'to', 'about' or 'for' them. It means that patients or other people with relevant experience
contribute to how research is designed, conducted and disseminated.” Since 2019, the Japan Agency for Medical
Research and Development (AMED) has stated that “Researchers must refer to knowledge from patients and
citizens as part of the medical research and clinical trial processes.”

The significance of PPlin research can be summarized in the following three points:
1. Protecting people who are subjects of or participants in research (research ethics)
2. Democracy (with emphasis on “shared responsibility” in recent years)

3. Utilizing empirical knowledge

It is important to note that PPl does not simply mean “having participants provide research data to researchers.”
PPl also does not mean the unilateral provision of research-related information (such as public relations and
education) or merely talking about research together. However, such activities are essential to R&D itself.

Necessary steps for better “Research that Incorporates Dialogue”

It is not always necessary for people who take partin PPl to have expertise. However, there are times when they
need to have a bird’s-eye view, knowledge, and communication skills. It is ideal for there to be a broad variety of
opportunities for people to getinvolved and that match the objectives of PPI.

When conducting “research that incorporates dialogue,” it is vital to collaborate as equal partners in relationships
that are rooted in mutual trust, respect, and transparency. Other vital elements include having participants share
all forms of information, good examples, stories about bad experiences, and knowledge; and listening carefully to
the information that is shared, evaluating it, and responding accordingly.

AMED has created a website with videos detailing the basics of PPl in research and provides its “Public and
Patient Involvement (PPI) Guidebook” at its website. These initiatives aim to encourage incorporating PPl in every
R&D initiative to the benefit of the parties most affected and a broad range of other people throughout Japan
and around the world.
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Q&A session “Necessary Steps for Research that Incorporates Dialogue — Questions

from Affected Parties, Questions from Academia”

Q&A session
Theme 1: Questions for researchers from people living with dementia and those close to them

Regarding involvementin clinical trials for new pharmaceuticals

One factor that may serve as a strong source of motivation for people to take part in clinical trials
may be the hope that it will help improve their conditions, but in placebo-controlled clinical trials,
half of participants are unable to use the new pharmaceutical. How do you explain this factto them
and convince them to participate?

Hidetaka Ohta:

| have personally taken part in clinical trials as a subject and experienced how cold and mechanical explanations
from healthcare professionals can be. This reaffirms my feeling that educating counselors and other staff is
important. The relationships among patients and physicians or subjects and researchers are partnerships in which
everyone must advance together in the same direction and with the same intentions. Furthermore, participating
in a clinical trial and not being assigned to the experimental group is not necessarily unlucky. Healthcare
professionals must think, “We will do everything we can to help people’s conditions improve as much as possible,
no matter what,” and it is important for those feelings to be communicated to participants, as well.

Ryoko lhara:

It is necessary to explain to participants that clinical trials are conducted to verify the efficacy of new
pharmaceuticals, and are not only about their benefits. In addition to having expectations for efficacy,
participants should ask themselves if they are willing to participate if it means creating new science together.

Many clinical trials plan open-label extension studies after participants complete double-blind treatment, which
leaves open the possibility for them to use the new pharmaceutical before approval in the event it is found to be
effective. Furthermore, a study on a rare disease conducted at a university in the U.S. assigned three participants
to the experimental group for every participant in the placebo group in an effort to minimize the number of
people assigned to the placebo group. | think we have room to attempt similar efforts in our clinical trials.

Partnerships among people living with dementia and researchers
An essential part of building partnerships is respecting each of the affected parties as individuals with
personalities rather than viewing them only as research subjects. Are there currently any efforts
being made to change attitudes among researchers regarding how to interact with people living with
dementia?
Yoshiki Niimi:
Efforts to disseminate the concept of partnership — in which affected parties and researchers create research
together — are still insufficient in Japan. | think participation from people living with dementia during the planning
stages of research will cause a major transformation in awareness among researchers. | also think it would be

good to include content that teaches people about PPl in courses on research ethics at universities and research
institutions.

Hidetaka Ohta:

While it may prove to be too difficult to provide opportunities for dialogue among people living with dementia
and researchers at existing hospitals and facilities, as we see from innovative examples overseas, such
opportunities are necessary.
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Q&A session “Necessary Steps for Research that Incorporates Dialogue — Questions

from Affected Parties, Questions from Academia”

Jin Higashijima:

The significance of opinions and perspectives from people living with dementia has long been recognized. Based
on that recognition, there was an effort to compile and submit a list of opinions from affected parties to make
their perspectives easier for researchers to understand. However, such a format would not fully convey the
reasons behind those opinions, which would result in the acceptance of only those opinions that are in line with
researchers’ points of view. Perspectives that respect the values and viewpoints of other parties are borne from
conversations held on a small scale. For researchers who lack opportunities for everyday interaction with people
living with dementia, engaging in small-scale discussions can convince them that the opinions of people living
with dementia are based on firsthand experiences and knowledge, which in turn inspires them to reflect those
experiences and that knowledge in their research.

There are currently initiatives that aim to advance domestic R&D by holding repeated small-scale discussions as
part of individual projects to foster partnerships among people living with dementia and researchers.

Theme 2: Questions from researchers to people living with dementia and those close to them

Reasons people hesitate to participatein clinical trials
What are the major factors that cause people to feel hesitant toward participating in clinical trials?
What challenges must be overcome to get them to participate?

Morio Suzuki:

As Professor Higashijima said during his lecture, there are active efforts currently underway in the U.K. and
Ireland and from the Alzheimer’s Association in the U.S. to get people involved in research. However, in Japan,
information on clinical trials is difficult to obtain, so it is impossible to inform people living with dementia where
research is being conducted and what is being studied.

Kazuko Fujita:

People living with dementia already experience frequent difficulties in their everyday lives. Some may worry that
participating in clinical trials may result in even more disruptions to their daily lives. At the same time, they may
be willing to try a little harder to participate in a clinical trial depending on their relationship with the physician
that asked them to join. In any event, it is important for the research content to be something they find
compelling. If they have something unpleasant happen to them or they have a negative experience when
participating, | think it will resultin them refusing to participate in future clinical trials.

Creating aresearch environment that facilitates participation
While it is desirable that we have people who feel depressed and stay confined to their homes take cognitive function
tests, many of them are isolated and information does not reach them. Some people also refuse to continue

participating when they see words like “dementia” or “mild cognitive impairment” on their test results. What can we
do to help them?

Kazuko Fujita:

If someone begins to reject efforts to communicate as a result of participating in a study, | would like for focus to
be placed on supporting them so they can regain their confidence and ensuring there is someone they can keep
in contact with so they can participate without becoming isolated. We should recognize the importance of the
process of maintaining dialogue and closely following the feelings of the person with dementia as they reaffirm
the significance of participating in research and begin to regain interest. Rather than leaving people alone after
they have withdrawn from participating in research, it is better for researchers to become one of the parties
supporting them. In addition to working with family members, | think we can also consider collaboration with
specialists in the community such as public health nurses and personnel involved in advancing community

dementia support.
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Q&A session “Necessary Steps for Research that Incorporates Dialogue — Questions

from Affected Parties, Questions from Academia”

Attitudes among researchers
To identify challenges and needs that should be researched, people living with dementia and researchers must stand
on the same footing during discussions. What sorts of obstacles must be overcome to achieve this?

Morio Suzuki:

First, researchers should secure many opportunities to directly meet with and talk to people living with dementia
and their families. Even if we set our sights on inviting people living with dementia to participate during early
stages of research, | do not think that is something that can be accomplished easily. It may be more important for
researchers to go and join gatherings of people living with dementia or their family members as participants to
learn about how they feel in their everyday lives. University professors and researchers are also human beings,
and | think people who want to research dementia also have their own stories. By sharing those stories, everyone
may be able to feel they are in the same position as patients and their families. Considering this need leaves me
concerned there will not be enough time and money for research. It is difficult to conduct research that people
work together to build up by holding repeated conversations and deepening their understanding without the
promise of enough time and a sufficient budget. | think it is best to also emphasize this need at the same time..

Kazuko Fujita:

While it is of course important to research the pathological mechanisms in the brain, | would like for research to
be advanced while focusing on the daily lives of people living with dementia to help them enjoy better living.
While this is based on my own experiences as someone living alongside dementia, | am sometimes heavily
burdened with unease over trivial matters and unable to sleep without medication. Going without sleep disrupts
my life the following day. Even though my Alzheimer’s disease is slowly progressing, being able to sleep well
means | can be myself the next day. So, if it were up to me, | might ask for research to be conducted on sleep. If
research reflects the challenges | face, it helps me feel we are working together and that our efforts will be useful
to people in the future. Even if | do not understand difficult explanations regarding the brain, if the problem in
guestion is something that is familiar to me, | cantalk about it on equal footing.

Jin Higashijima:

A legal framework will be vital to prepare for the super-aging society and to steadily advance research that has
dialogue with ample consideration. Systems at AMED are not tailor-made for dementia and do not provide
budgetary support.
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Overview

The emergence of disease-modifying pharmaceuticals for dementia has attracted a great amount of attention
and anticipation for innovation in the field of dementia, but innovation will not necessarily address every issue
for dementia. It goes without saying that it will be necessary to make further progress in each area, from
treatments for forms of dementia that are ineligible for therapy with new pharmaceuticals, to prevention and risk
reduction, long-term care and caregiving, and products and services. It is likely that designing R&D together with
people living with dementia and those close to them will help encourage their participation in each research
program by encouraging research that is based on their needs, improving practices for transmitting information,
and identifying effective methods of motivating people to participate in R&D. Collaboration in R&D among
stakeholders and the parties most affected is being reinforced in other disease areas and in other countries, and
expectations are high for similar progress in domestic dementia research. Recognizing these circumstances, this

panel discussion focused on collaborating with people living with dementia and other affected parties in
dementia research.

In the context of this discussion, the term “collaboration” is meant to refer to “collaborating with the parties

most affected from the planning stages when conducting research,” or Patient and Public Involvement (PPI); as
well as “when people living with dementia take part in research programs as participants.”
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Future discussion points to advance efforts to think about and create R&D together

The Dementia Innovation Alliance Public and Private Sector Working Group established under the Japan
Public-Private Council on Dementia has been advancing initiatives for a PPl-centered development model that
focuses on issues that are encountered in everyday life. As of February 2023, it has launched five pilots over two
years that have matched people living with dementia facing challenges in daily life and companies providing
services related to daily living, and those pilots have received high recognition from various directions. However,
compared to other countries, Japan faces challenges in efforts to recruit people willing to participate in R&D.
Encouraging involvement will require promoting understanding of the significance and necessity for PPl among
people living with dementia in addition to promoting it among companies and researchers. From the perspectives
of people living with dementia, there are many benefits to participating in R&D. For example, the new
technologies being researched might provide solutions to problems participants face in their own daily lives.
Involvement also provides participants with various opportunities to actively contribute in their unique capacities
as affected parties.

There is also great significance for companies and researchers engaged in R&D to have opportunities to interact
with people living with dementia and other citizens. In the field of oncology, there is a growing number of
opportunities for researchers and various affected parties to exchange opinions from the research design stage
regarding what kinds of studies to conduct. Having more opportunities for interaction is helping advance R&D
initiatives that reflect the opinions of people whose conditions are mild to people whose conditions are more
severe. Providing more opportunities for interaction will be vital, even if early attempts to do so take the form of
casual exchanges in which people share their feelings with each other on a daily basis.

The need to establish a one-stop, centralized framework that allows people to recognize opportunities to
collaborate or participate in research

To encourage people living with dementia to participate in research programs, it is important to clearly
communicate what kind of research is being conducted and who can participate, and for that information to be
managed and disseminated in a centralized manner. While the Clinical Trial Information Center in Dementia (CLIC-
D) operated by the National Center for Geriatrics and Gerontology provides such information, it cannot
encompass every study being conducted in Japan due to budgetary constraints. Such initiatives must be
expanded and a system that consolidates information regarding research online and efficiently matches
participants to research programs that meet their personal circumstances must be established.

The absence of a centralized resource for information regarding clinical trials is an issue in other fields of disease,
as well. In the field of oncology, a joint request from the Japan Federation of Cancer Patient Groups and the Japan
Patients Association (JPA) submitted to the Research and Development Division of the Health Policy Bureau of the
Ministry of Health, Labour and Welfare (MHLW) called for making the Japan Registry of Clinical Trials (jRCT)
website easier to use and to reinforce data access and information dissemination. Efforts that cut across fields of
disease to disseminate easy-to-understand clinical trial information from the viewpoints of the parties most
affected must be taken.

A system for communicating a broad range of findings in an easy-to-understand, centralized manner must be
developed

In addition to providing information on research programs people can collaborate on and participate in, a
centralized information dissemination system is also needed to provide information regarding the findings of
research that has been conducted. Disseminating information on research findings in a central manner to inform
the wider public about the current state of R&D will be essential for laying the groundwork for joint efforts that
involve people living with dementia and citizens to promote R&D throughout society. Providing trustworthy
information from a central source will also help maintain a climate in which those most affected are not misled
by false information that has no basis in scientific evidence.
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In many cases, research projects and institutions must disseminate information on research findings on their own.
This makes it difficult for people living with dementia to accurately grasp up-to-date research information. In
addition to being a problem for the parties most affected, the lack of a centralized information resource for
research findings also poses problems for researchers. Collaboration among research projects and institutions
must be reinforced and action must be taken to provide information on research findings in a centralized manner.

Research designs that encourage PPl must be examined and implemented

One aspect of participating in R&D that motivates people to join is being able to experience the latest medical
technology. However, when conducting research, there must be a control group or placebo group that does not
receive the intervention to serve as a baseline for comparison. This is essential to verify the medical effectiveness
of the intervention, but it also means people assigned to the control group do not get to satisfy their reason for
participating. In the U.S., there have been clinical trials in which placebo groups were made as small as possible
because dialogues among participants and researchers revealed that participants wanted to receive cutting-edge
treatments. It will be important to promote collaboration with people living with dementia from the research
design stage to adopt research designs that satisfy participants’ reasons for participating to the greatest extent
possible.

Collaboration with affected parties also occurs after studies are completed. Collecting feedback from participants
after studies are completed and using that feedback to create future research designs is also important. In cancer
research, surveys are conducted after studies are completed to gather participant feedback to be used for future
reference. These surveys include questions like, “Were the objectives and the significance of our research
conveyed properly?” “Do you want to participate in this research?” and “How many points would you rate this
trial?” Creating a virtuous cycle for collaboration in this manner will be vital.

A support system that enables people living with dementia to be able to participate in research with peace of
mind must be built

When participating in research programs, it is not only important for people to have access to information
provided unilaterally over the internet, but for there to be a system providing precise forms of support, as well.
Even after someone decides to participate in a research program, efforts must be made to facilitate interaction
among people living with dementia and various other stakeholders involved in the study like researchers, clinical
research coordinators (CRCs), and companies. Additionally, sufficient information regarding the study must be
provided to participants in a suitable manner.

A non-profit organization in the U.S. that supports people living with dementia and research called the
Alzheimer’s Association provides comprehensive information on how to address a wide range of issues
experienced by people living with dementia. One area it is active in is disseminating information on research. In
doing so, Alzheimer’s Association works to address various concerns for people living with dementia, ranging
from everyday life to research involvement. In addition to online services, it also provides precision support that
is community-based and offline to reinforce its framework for helping people learn about and participate in
research in their communities. Another benefit of having a system in which R&D and healthcare, long-term care,
welfare are provided in an integrated manner is that participating in research helps people living with dementia
form connections with others or receive guidance to the support they need. It is important for people to adopt
the perspective that participating in research can be a path to building friendships, participating in society, or
accessing other forms of support.

There are also cases in which someone wants to participate in a research program but does not meet the
necessary criteria. A system for introducing such people to other research programs in which they can participate
should be established so the wishes of those most affected can be met to the greatest extent possible. The
Personal Information Protection Act currently prevents sharing private information with other institutions,
making smooth cooperation among research institutions difficult. Further consideration must be given to data
sharing among research programs, including the sharing of basic data on past research participants.
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Initiatives that must be taken to advance “Thinking About and Creating R&D Together”

The need for a neutral framework that provides a platform for disseminating information and facilitating
collaboration among people living with dementia and other multi-stakeholders

A system for multidisciplinary collaboration that provides research support and other forms of support in an
integrated manner must be created so people living with dementia can access the support and information they
need when participating in research as well as receive various forms of support through that participation. When
creating such a system, it will be necessary to identify the various roles the platform must fulfill and to think
about how to best structure its mechanisms according to those roles.

The centralized platform for disseminating information must be able to maintain neutrality when correcting
misinformation as well as when providing information related to R&D that has the potential to generate profits
for industry. This will require support from a neutral non-profit organization. In the U.S., information related to
diseases and related topics is provided by the National Institute of Aging (NIA), which operates under the
National Institutes of Health (NIH). Japan also must establish a similar system for disseminating information in a
neutral manner from researchers and other parties, such as the Government and non-profit organizations.

When advancing multi-stakeholder collaboration that includes people living with dementia, steps must be taken
to address any issues caused by conflicts of interest, information sharing, or other ethical issues that may arise
over the course of collaboration. While this will require establishing a large framework, there are certain items
that can be advanced within existing frameworks without institutional change. For example, Alzheimer’s
Association is a patient advocacy organization for dementia but it also serves as a platform in the U.S. There are
similar examples from the U.K. in which patient advocacy organizations, research organizations, and various other
charitable organizations engage in public-private sector collaboration while resolving conflicts of interest and
ethical issues that emerge while advancing initiatives.

However, charitable organizations vary in activities and scale among countries. Japan’s patient advocacy
organizations are not as large in scale as those in the U.S,, so it will be difficult for them to independently serve at
platforms like their U.S. counterparts. After considering what type of platform would be best and how each
related organization can get involved, it is urgent that Japan establish a neutral, collaborative, multi-stakeholder
platform while taking real-world circumstances in the field of dementia into account.

Laws that encourage people living with dementia to collaborate in R&D must be enacted

Other countries have emphasized PPl in R&D and have provided strong legal backing to advance such efforts as
policy. Similar developments have occurred in Japan in the field of cancer. The Cancer Control Act obligates the
Government to engage in initiatives that span multiple ministries and to establish forums for multi-stakeholder
discussions that include the parties most affected in the form of the Cancer Control Promotion Councils.
Expectations are high for the inclusion of such perspectives in discussions on the Basic Act on Dementia which
aim to promote R&D in collaboration with those most affected in the field of dementia, as well as for the
enactment of laws that will provide a foundation for promoting PPl inthe related field of mental disorders.
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Policy Recommendation

To achieve innovations in dementia that are based on
the needs of people living with dementia, their families,
and citizens, a collaborative platform centered on civil
society should be established.
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March 2023 Recommendations

To achieve innovations in dementia that are based on the needs of people living with
dementia, their families, and citizens, a collaborative platform centered on civil
society should be established.

Anticipated features for the collaborative platform

1. Features that promote Patient and Public Involvement (PPI) and PPl-centered development

Collaborating with people living with dementia, their families, and citizens from the planning stages of R&D will be
an essential step in promoting R&D and generating innovations that are based on their needs in a stable manner.
Their perspectives must be incorporated to identify research topics that are based on the needs of the parties most
affected, research designs that allow participants to feel that their participation is significant, and methods of
communicating and explaining information in ways that are easy for participants to understand. Initiatives such as
these are currently being advanced as forms of PPl and PPl-centered development, and expectations are high for
further progress. However, before people living with dementia, their families, and citizens can get involved in R&D, it
is important to attract their interest in involvement, to enhance their understanding of R&D, and to inform them of
R&D initiatives they can participate in. The collaborative platform should provide information on which R&D
initiatives these parties can participatein and serve as a link between them and researchers or industry.

2. Features that provide suitable support and easy access to information regarding research programs to all
participants

Making information more accessible for people living with dementia, their families, and citizens will be vital for
encouraging their involvement in research programs. It will also be important to have a consultation and support
system that helps people understand which studies they can participate in, or that address their questions or
concerns during their involvement. There are examples of such systems in other countries, such as Trial Match in the
U.S. and Join Dementia Research in the U.K. These systems widely consolidate and disseminate information
regarding research programs and provide points of contact for people to access information regarding research.
Researchers and patient advocacy organizations are also collaborating to construct a consultation system that
combines telephone, e-mail, and (when necessary) in-person consultations. Attempts to consolidate information
and provide other services regarding dementia research programs have also begun in Japan. While utilizing existing
networks and initiatives, expectations are high for the creation of a collaborative platform that consolidates
comprehensive information and disseminates it from a neutral position, and that provides support to those who get
involved.

Features related to gathering and disseminating information are generally provided over the internet. From both the
perspective of the digital divide and for better peace of mind for participants, it will also be necessary to provide
information on research and consultation support for research participants at the community level. Having access to
a variety of information and support regarding involvement in research from both specialists and other familiar faces
as well as over the internet will provide great comfort for people living with dementia and their families who feel
uncertain about participation. Reinforcing cooperation among frameworks provided by the Integrated Community
Care System and those conducting R&D will also be important for enhancing support provided at the community
level.

3. “Participant first” and “Family first” features that provide access to care through research program
participation

There are various factors that motivate people living with dementia and their families to participate in research
programs, such as their expectations toward cutting-edge treatments or their will to contribute to future
generations. However, they can be provided with even greater benefits if participating in research programs also
allows them to access consultation support, peer support, and other forms of care. It would also be highly significant
if people living with dementia and their families could be guided to the care that best meets their needs when they
apply for a research program but are deemed ineligible, or after a program they participated in has ended. Other
efforts to facilitate involvement will also be important, such as by enabling the people conducting research projects
to share information so applicants can be introduced to suitable research programs when they are unable to
participate in a study, or by creating opportunities for participants to communicate with each other. Expectations are
high for the collaborative platform to serve as a gateway to involvement in such research programs and for it to pave
the way to care through features that place people with dementia and their families first.



4. Features that enable two-way feedback among participants and researchers after research programs are
concluded and that create communities that last

Rather than viewing people who participate in research programs as passive “subjects,” it is vital that they are perceived
as partners who support the research goals and take part in identifying issues for research to target. The findings and
outcomes of research are not only important to researchers and companies; they are also important to people living
with dementia, their families, and the general public. It is important to share the findings of research with participants,
who are partners in research, in a manner that is easy for them to understand. It would be ideal if feedback from
participants is gathered and utilized in a manner that it can be applied during the design of future phases or similar
studies. Collecting and disse minating the opinions of past participants will benefit researchers and companies as well as
provide a valuable source of information for those who will participate in research in the future. Other countries are now
taking the first steps in similar initiatives, and expectations are high for the collaborative platform to have features that
allow for mutual feedback and to function as a community even after such research programs are completed.

5. Features that allow opinions on and evaluations of innovations that have been introduced to be accumulated
and utilized to contribute to furtherimprovements

Another significant factor for the innovations achieved through the steps above will be to utilize real-world data and
survey results (such as those that demonstrate their effectiveness and safety in real-world clinical practice or on the
costs of healthcare and long-term care) to gather user opinions and third-party evaluation after they have been
implemented in society. Gathering such information is likely to enable future innovations that reflect the needs of
people living with dementia, their families, and citizens, and to benefit related parties by encouraging continued
involvement in the platform. Although this perspective was not explored in-depth during our discussions this fiscal year,
it is likely to be an important perspective when creating a virtuous cycle that will start with the establishment of a
collaborative platform.
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About Health and Global Policy Institute

Health and Global Policy Institute (HGPI) is a non-profit, independent, non-partisan health policy think tank established in 2004.
Inits capacity as a neutral think-tank, HGPlinvolves stakeholders from wide-ranging fields of expertise to provide policy options
to the public to successfully create citizen-focused healthcare policies. Looking to the future, HGPI produces novel ideas and
values from a standpoint that offers a wide perspective. It aims to realize a healthy and fair society while holding fast to its
independence to avoid being bound to the specific interests of political parties and other organizations. HGPI intends for its
policy options to be effective notonly in Japan, but alsoin the wider world, and in this vein the institute will continue to be very
active in creating policies for resolving global health challenges. HGPI’s activities have received global recognition. It was ranked
second in the “Domestic Health Policy Think Tanks” category and thirdin the “Global Health Policy Think Tanks” category in the
Global GoTo Think Tank Index Report presented by the University of Pennsylvania(asofJanuary 2021, the most recent report).

Health and Global Policy Institute: Guidelines on Grants and Contributions
As anindependent, non-profit, non-partisan privatethink 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 HGPIlis to improve the civic mind and individuals’ well-being, and to foster a sustainable healthy community
by shapingideas 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
supportfrom any political party or other organization whose primary purposeis 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 arereflectedinits activities.

4. Diverse Sources of Funding
In order to secureits 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 multiplesources.

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 likeofits 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.

Project sponsors (in alphabetical order)
SOMPO Holdings, Inc.
Eli Lilly Japan K.K.
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