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Positioning of the Declaration of Helsinki (DoH) 2020

Addressed from physicians o dll To physicians

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

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.

% Designed by
Noriko Kishi
(one of the authors)



Three reports on our
discussions, including Graphic
Recording.

A group of Patient Public
Involvement (PPI) shared their

feelings after reading
“DECLARATION OF HELSINKI*:

Bearedldation o

Part 1 The atmosphere of the
meeting is vividly reported with
Graphic Recording.

Clin Eval. 2021; 49(1).

Part 2 The launch of developing
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Part 3 Graphic Recording of the
discussion on placebo-controlled

trial and post-trial access.
Clin Eval. 2021; 49(Sup 38).

WORLD MEDiCAL

http://cont.o.007.jp/grareco.htmi % Graphic Recording : Kanna Yoshikawa
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/Bioethics Seminar No. 1 \ / Bioethics Seminar No. 2 I
Rihito Kimura. Eiko Uchida, Toshie Murakami.

The roots of global development of bioethics and Patient-oriented bioethics: considering about ethics
SDGs to bridge the rights of patients and public to based on the patient’s experience of themselves of users
the future generation. 2022 January 22. of medical care. 2022 Feb 23.

Clin Eval. 2022; 50(3): 299-324. \ _Clin Eval. 2022; 50(3): 325-60. 4 )




Positioning of the “Our WMA Declaration of Helsinki (DoH)

Addressed from
patients/public

) M 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

Let's re-write the
DoH In our own
“plain language”!

i : ' % Designed by
Noriko Kishi
(one of the authors)




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

patients/public

2023

Our WMA Declaration of Helsinki M Fthical
2 Innovation

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

2. Re-writing/explanation of the
DoH in patient/public language
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3. Our opinion on the DoH in
patient/public perspectives
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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.



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.

- 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.



® Strengthening patient/public perspectives in the ethical principle beyond

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

- Using plain language, e.qg., 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 Brincig)les agreed among all
the relevant stakeholders, NOT ONLY PHYSICIANS.
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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 thereis 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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NO ) ZERO GOOD HEALTH QUALITY GENDER GLEAN WATER
POVERTY & HUNGER AND WELL-BEING EDUCATION EQUALITY AND SANITATION

riit | - e

DECENT WORK AND INDUSTRY, INNOVATION 1 REDUCED 44 SUSTANABLECITIES RESPONSIBLE
ECONOMIC GROWTH AND INFRASTRUCTURE INEQUALITIES CONSUMPTION
AND PRODUCTION

13 GLIMATE 1 LIFE 1 6 PEACE, JUSTICE 17 PARTNERSHIPS
ACTION BELOW WATER AND STRONG FOR THE GOALS

— Breast Cancer Patient Support Grup
United Nations BOUGAINVLLEA’s activity for Medical Aid

https://www.un.org/sustainabledevelop Overseas: collecting used post stamps and plastic
ment/news/communications-material/ bottle caps.

® Sct the goal of research to lead the United Nation’s SDGs. A

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. YA
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Patient and public perspectives on the WMA Declaration of Helsinki
WMANILS D FEENDESE - TROSR :
Webinar on November 6,
Back Numbers of Clinical Evaluation . .
THERHEL % JCy I3 I ——BA with the presentations of
almost all theauthors.
We discussed the World Medical Association's Declaration of Helsinki from the perspective of patients and public,

and published papers in Japanese together with “Graphic Recording”, in the journal “Clinical Evaluation” (see below).

Succeeding English paper to consolidate our opinions is included in a book entitled “Ethical Innovation for Global Health:
Pandemic, Democracy and Research in Ethics” (Springer Nature, Nov. 2023). The English versions of the Graphic Recordings
were created for this book. The original Japanese versions can be accessed from the papers below.

 Whole the
Webinar in Japanese on our paper: Nov. 6, 2023. presentations,
Webinar in English by the authors of the Springer book: Dec. 4, 6, 2023.

Video in Japanese
nizuizsE, BE - TREOBEATHAREMNS (NLPOFES] [CDOVWTERL. 500 v oL d—F 0 2 0FmeE s _y;nesentahon\mﬂh
TaoBAERE [BREHME] SCRELELE,

nglish translation
CNBOERAFEOIEFEERZ(E [O—)ULNILADIEHORENR A/ R—=3> 1 )T v o, BEEEE. HARGE]
EWDSEBHEICTRERETETYT (Springer Naturett., 2023%F118) . FEBROI S T4 wIL -7« IVEREBEEDIZH(C
EREN. COR—TRRALTVWET, AUSHILOBFBRE T REOEAREBRE NS 7 I ATEET.,

2023F11H6H(A) [T —=RELELE @ & Slide with EnglisD
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T hank you for your attention!
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