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Thank you so much for your introduction. I am very happy with this precious opportunity. Our Chapter title is “Our “WMA Declaration of Helsinki”: Opinions and Proposals from Patient and Public for Research Ethics. Authors are composed of 10 patients, patient families, and 2 medical professionals and 1 research ethics expert. All of us discussed about the Declaration of Helsinki from the view of patient or general public. My name is Keiko Inoue, a member of the Association for Medical Malpractice Victims. First I will introduce outline of our chapter and later, Eiko Uchida, who is the President of Breast Cancer Patient Support Group BOUGAINVILLEA, will speak about our important message, derived from her opinion.



Positioning of the Declaration of Helsinki (DoH)

Addressed from physicians

Patients and the general 
public will see the title for the 

first time in an informed 
consent document when 

they are requested to 
participate in the medical 

research.

Difficult to 
understand, e.g., 
double-negative 

phrases…

To physicians

2020

★Designed by
Noriko Kishi
(one of the authors)2
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In November 2020 we started learning sessions about the World Medical Association’s Declaration of Helsinki (DoH) to understand the contents. It was during the COVID-19 pandemic, we seriously discussed about medical research and development to overcome the situation. We are continuing monthly online meetings, where patients and public nationwide can easily participate. We found that the positioning of the DoH is to be addressed from physicians to physicians. Most of the patients and the general public will see the title for the first time in an informed consent document when they are requested to participate in research. There are many difficulties in understanding the texts, for examples, several texts are written in double-negative phrases. 
注：DoHという略語は、一度フルタームで言えば、あとは略語でも今回の参加者には通じますが、どこをフルターム、略語にするかは、井上さんの話しやすさで決めてください。WMAも同様です。




★Graphic Recording：Kanna Yoshikawahttp://cont.o.oo7.jp/grareco.html

Three reports on our 
discussions, including Graphic 
Recording.

A group of Patient Public 
Involvement (PPI) shared their 
feelings after reading 
“DECLARATION OF HELSINKI”:
• Part 1 The atmosphere of the 

meeting is vividly reported with 
Graphic Recording. 
Clin Eval. 2021; 49(1).

• Part 2 The launch of developing 
“MY/OUR DECLARATION OF 
HELSINKI”. 
Clin Eval. 2021; 49(2).

• Part 3 Graphic Recording of the 
discussion on placebo-controlled 
trial and post-trial access. 
Clin Eval. 2021; 49(Sup 38).

2021
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Ms. Kanna Yoshikawa, an expert with graphic recording skills, collaborated us and our discussion process was published in Japanese journal articles in 2021, including Graphic Recordings. English versions of these Graphic Recordings are provided for this Springer book and published in this website.

http://cont.o.oo7.jp/grareco.html


Bioethics Seminar No. 1
Rihito Kimura. 
The roots of global development of bioethics and 
SDGs to bridge the rights of  patients and public to 
the future generation．2022 January 22. 
Clin Eval. 2022; 50(3): 299-324.

Bioethics Seminar No. 2
Eiko Uchida, Toshie Murakami. 
Patient-oriented bioethics: considering about ethics 
based on the patient’s experience of themselves of users 
of medical care. 2022 Feb 23. 
Clin Eval. 2022; 50(3): 325-60.

2022

★Poster designed by
Hiroto Kai
(one of the authors)
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In 2022, we also organized two Bioethics seminars. Lecturer of the first seminar is Prof. Rihito Kimura, an author of another chapter of this book. In the second seminar, Eiko Uchida and Toshie Murakami who are authors of this chapter gave lecture on their precious experiences as patients. Hiroto Kai, one of the authors, a young university student, designed these posters. He sometimes participate from hospital in our online meetings.



Positioning of the “Our WMA Declaration of Helsinki (DoH)
Addressed from 
patients/public

To patients/public

Let’s re-write the 
DoH in our own 

“plain language”!
Our WMA Declaration of Helsinki

1. Reproduction of the DoH under 
the permission of WMA and JMA

2. Re-writing/explanation of the 
DoH in patient/public language

3. Our opinion on the DoH in 
patient/public perspectives ★Designed by

Noriko Kishi
(one of the authors)5
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During the process, some non-expert members initiated to re-write and explain the DoH in our own words using plain language addressed to patients and the public. This led to the project to develop a document titled “Our WMA Declaration of Helsinki”. This will be composed of three parts document: first, Reproduction of the DoH under the permissions of WMA and Japanese Medical Association; Second, Re-writing and explaining the DoH in our own plain language, and third, Our opinion on the DoH in our perspectives.



Positioning of the “Our WMA Declaration of Helsinki (DoH)
Addressed from 
patients/public

To patients/public

Our WMA Declaration of Helsinki

1. Reproduction of the DoH under 
the permission of WMA and JMA

2. Re-writing/explanation of the 
DoH in patient/public language

3. Our opinion on the DoH in 
patient/public perspectives

2023
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This third part became the chapter of this book.



A summary of authors’ opinions on the points NOT included in 
the DoH and should be discussed for future revision

 Early evaluation of the research and development plan 

considering the impact on study target populations, 

society, global situations, and future generations.

 Strengthening patient/public perspectives in the ethical 

principle beyond the scope of self-autonomous norms by 

and addressed to physicians.
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This is the summary of authors’ opinions on the points NOT included in the Declaration of Helsinki and should be discussed for future revisionｓ. There are Two points:



 Early evaluation of the research and development plan considering 

the impact on study target populations, society, global situations, 

and future generations.

 To avoid discrimination or stigmatization against the study’s 
target populations.

 Aiming at UN’s Sustainable Development Goals (SDGs).
 Evaluating the impact on future generations, the environment, 

and society.

A summary of authors’ opinions on the points NOT included in 
the DoH and should be discussed for future revision
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First to consider Early evaluation of the research and development plan considering the impact on study target populations, society, global situations, and future generations. 
This means that:
It is necessary to assess the study programs to avoid discrimination or stigmatization against the study’s target populations.
The goal of research should lead to the Sustainable Development Goals (SDGs), defined by the United Nations.
It is necessary to evaluate the impact of the research on future generations, the environment, and society.
All these items have not been well discussed in the DoH.





 Strengthening patient/public perspectives in the ethical principle beyond 

the scope of self-autonomous code by and addressed to physicians.

 Using plain language, e.g., avoiding “double-negative” phrases.
 The scope of the Declaration needs respecting embryos, fetuses, 

and the dead when being studied.
 Promotion of patient and public involvement in each process of 

research 
 Multidisciplinary collaboration, including patient peer supporters.
 Shared decision making based on informed consent.
 Diversity and fairness of Research Ethics Committee

membership.
 Protecting dignity and rights of an individual incapable of consent 

and no available relative
 To develop international research ethics principles agreed among all 

the relevant stakeholders, NOT ONLY PHYSICIANS.
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Second, to strengthen patient/public perspectives in the ethical principles beyond the scope of self-autonomous code by and addressed to physicians.
We recommend to use plain language, for example to avoid “double-negative” phrases.
The scope of the Declaration needs respecting embryos, fetuses, and the dead when being studied.
Promotion of patient and public involvement in each process of research.
Multidisciplinary collaboration, including patient peer supporters.
Shared decision making based on informed consent.
Diversity and fairness of Research Ethics Committee membership.
Protecting dignity and rights of an individual incapable of consent and no available relative.
It is necessary to develop international research ethics principles agreed among all the relevant stakeholders, NOT ONLY PHYSICIANS
This is the outline of our opinion and proposal.
Next, Eiko Uchida speaks about her important message.






One of the limitations
 One of the limitations for us is about the placebo-controlled study 

where there is a proven intervention.
 We had discussion many times but for patient/public, it was difficult 

to understand why placebo study is necessary when there is a 
proven intervention.

 The description about the risk in the DoH was difficult for us to 
understand.

 This means that it would be difficult for most of the candidate 
research participants to understand.
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Additionally, I would like to mention one of the limitations. One of the limitations for us is about the placebo-controlled study where there is a proven intervention.
The description about the risk in the DoH was difficult for us to understand. There was a lot of discussion, but we could never understand why. This means that it would be difficult for most of the candidate research participants to understand. 
This concludes my presentation.
Next, Eiko Uchida speaks about her important message.



しよう）

 Set the goal of research to lead the United Nation’s SDGs.
Beyond individual interests of researcher of financial gain of companies.

 Medicine is Treasure of our society, global public good.
 Health is fundamental right of human being, equally shared among all.
 Study results are “gifts” to future patients and public.

United Nations
https://www.un.org/sustainabledevelop
ment/news/communications-material/

Breast Cancer Patient Support Group
BOUGAINVLLEA’s activity for Medical Aid 
Overseas: collecting used post stamps and plastic 
bottle caps.
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I am Eiko Uchida, President, Breast　Cancer　Patient　Support　Group　BOUGAINVLLEA.
Bougainvillea, collaborating with other organizations, collected used postage stamps and plastic bottle caps for medical aid overseas.
We recognize our experience with breast cancer to be precious and valuable period to learn about humanity and mutual supports. We are grateful to the medical professionals and engaged in activities to aid people in the world suffering from poverty and diseases. Based on such experience, I made a proposal that the goal of the research should lead to the United Nation’s Sustainable Development Goals. Goal of research should beyond individual interests of researchers or financial gain of companies.
Medicine is Treasure of our society. Medicine is global public good. Health is fundamental right of human being, equally shared among all. Study results are “gifts” to future patients and public. We all appreciate our precious experience to learn about the Declaration of Helsinki and agreed what is human right, what is the goal of medical research.
Next slide please.




http://cont.o.oo7.jp/grareco.html

Webinar on November 6, 
with the presentations of 
almost all the authors.

• Whole the 
presentations,
Video in Japanese

• My presentation with 
English translation
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Authors of our chapter are patient or public, with small number of experts with public perspective. On November 6 we provided a webinar in Japanese. Almost all of the authors made presentations in Japanese. Video-recording and presentation slides in Japanese and my slide with English translation are available at this website.
Our papers in Japanese of learning the Declaration of Helsinki are also available here.

http://cont.o.oo7.jp/grareco.html


Thank you for your attention!

Acknowledgment:
Prof. Rihito Kimura, Bioethics teaching
Ms. Mariko Mimura, Attorney-at-law
Ms. Kanna Yoshikawa, Graphic recordings
Profs. Dirceu Greco & Ames Dhai, editors
Patient public participants at the meetings. 13
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Thank you very much for your attention! I express our appreciation representing all the authors. 
We authors appreciate Prof. Kimura, author of another chapter, to teach us bioethics, Ms. Mimura, provided legal review, Ms. Yoshikawa, provided graphic recordings and Profs Greco and Dhai, editors of this book to provide extensive review of our chapter and patient and public participants at our meetings.
Thank you very much. 
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