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Fig. 2 Human Research Protection Program (HRPP)
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Declaration of Helsinki: ethical
norm in pursuit of common
global goals

Chieko Kurihara'?*, Sandor Kerpel-Fronius??, Sander Becker®*,
Anthony Chan?®, Yasmin Nagaty?¢, Shehla Naseem?”,
Johanna Schenk?2, Kotone Matsuyama®® and

Varvara Baroutsou?

The World Medical Association’s Declaration of Helsinki is in the process of being
revised. The following amendments are recommended to be incorporated
in pursuit of the common goal of promoting health for all. 1. Data-driven
research that facilitates broad informed consent and dynamic consent, assuring
participant's rights, and the sharing of individual participant data (IPD) and
research results to promote open science and generate social value. 2. Risk
minimisation in a placebo-controlled study and post-trial access to the best-
proven interventions for all who need them. 3. A future-oriented research
framework for co-creation with all the relevant stakeholders.

KEYWORDS
Declaration of Helsinki, data-driven research, placebo, post-trial access, stakeholder
involvement, health for all
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Maximizing impact: Communications, advocacy and
implementation

Description: This session will focus on next steps to increase awareness and
implementation of the revised DoH. Topics will include: 1) coordination with
partners and aligning other guidelines, such as the Council for International
Organizations of Medical Sciences’ International Ethical Guidelines for
Health-related Research Involving Humans; 2) communicating with

research participants and patients; and 3) the approach and experience of
countries that have adopted the DoH as codified law.

MODERATOR

Lujain Algodmani, MD, president, World Medical Association

| SPEAKERS |

Otmar Kloiber, MD, secretary-general, World Medical Association

Hans Van Delden, professor, University Medical Center

Lara Bloom, board member, International Alliance of Patient Organizations

Chieko Kurihara, BA, ethics working group, International Federation of
Associations of Pharmaceutical Physicians
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Thank you for participating as a speaker for the maximizing impact panel during the North
American Regional Meeting on the Declaration of Helsinki.

September 6, 2024

‘We appreciated your representation of the International Federation of Pharmaceutical Physicians
and Pharmaceutical Medicine, which is always a large stakeholder in Declaration revisions. We
also appreciate your work on research participant communication, which was a helpful reminder
for the workgroup to strive for plain language and that outreach efforts beyond the revision itself
may be needed.

Thank you again for your valued contributions not only to this meeting but throughout the
revision. We look forward to continued partnership, and to staying in touch on the Declaration.

Sincerely.,

Jack Resneck, Jr., MD
Past President, AMA
Chaiv, WMA Workgroup on the Declaration of Helsinki

Otmar Kloiber, MD

Secretary General, WMA 13
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Health-related Research
Involving Humans

Prepared by the Council for International
Organizations of Medical Sciences (CIOMS)
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World Health Organization (WHO)
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Dedlaration of Helsinki Revision: Modern Ethics for Medical Research Editor's Note

Editor's Note

The 2024 Revision to the Declaration of Helsinki

Modern Ethics for Medical Research
Kirsten Bibbins-Domingo, PhD, MD, MAS; Linda Brubaker, MD, MS; Greg Curfman, MD

This JAMA issue focuses on important contemporary issues
in ethics and medical research and is anchored by 2 Special
Communications with their accompanying Viewpoints and
Editorials.

The first Special Communication is the 2024 revision to
the Declaration of Helsinki, published to coincide with the
ratification of the Declaration by the assembly of the World
Medical Association (WMA).! The WMA was established in 1947

in response to the unethical

medical and research prac-
Viewpoint tices during and after World
War II, and since its founda-
Multimedia tion has been committed to
being a platform for develop-

ing global consensus on medi-
cal ethics.? The Declaration of
Helsinki was firstadopted by the WMA in 1964, establishinga
set of ethical principles for medical research involving hu-
mans. Although inspired by legal instruments of public inter-
national law such as the Nuremberg Code, the Declaration of
Helsinkiis not an official legal document and the WMA hasno
legal authority. Rather, the Declaration is an ethical docu-
ment that remains the most influential code of ethics guiding
medical research over 6 decades because of its sound and re-
spected recommendations.?

While the fundamental ethical principles of the Declaration
are durable, the Declaration has also been revised several times
to keep pace with contemporary issues facing the conduct of
medical research. The supplement that accompanies the 2024
Declaration of Helsinki facilitates comparison with the
2013 version,* with specific line edits for the 2024 version.!

Related article
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32

Asia

Japan, individual

30

Japan, in a group

7

Latin America
(global south)
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=
-]

Uruguay

Mexico

Argentina

Panama

Chile-Brasil

Guatemala

Jamaica*

Africa (global south)
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South Africa
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Austraria

Europe

Austraria

Belgium

Greece
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Czech Republic*

Norway*

Asia

Philippine

Pakistan
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Turkey

South Korea*
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*=Country added after November 7 (Previous update)
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Europe 6
Austraria 1
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