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What is your perspective ?

Michael W. Riesman, Jurisprudence : understanding and shaping law : cases, readings, commentary, New Haven Press (1987), p. 18s

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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Adapted from Dominique Sprumont Research Ethics Regulation : Rules versus Responsibility, in Ethical Research: The Declaration of Helsinki, and the Past, Present, 
and Future of Human Experimentation, Ulf Schmidt, Andreas Frewer, and Dominique Sprumont (eds); Oxford University Press, April 2020, pp. 243-283, figure 10.2
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US National Commission for the Protection of Human 
Subjects of Biomedical and Behavioral Research
(8 men/3 women including the only African American)

“The Belmont Report attempts to summarize the basic ethical principles 
identified by the Commission in the course of its deliberations.” (summary, 
p. 1).

“The expression "basic ethical principles" refers to those general 
judgments that serve as a basic justification for the many particular ethical 
prescriptions and evaluations of human actions. Three basic principles, 
among those generally accepted in our cultural tradition, are particularly 
relevant to the ethics of research involving human subjects: the principles 
of respect of persons, beneficence and justice.” (Part B, p.  4)

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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- Although contested by some, especially
from the West («Georgetown Mantra»), the 
four pillars of research ethics have 
demonstrated their universality, being
imbedded in the most widely recognized
international ethical guidelines including the 
DoH and the CIOMS.

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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- Recognition of research as a common good with the duty to 
conduct it for the common good (scientific rigor, social value) 
(cf. DoH, CIOMS)

- Respect as the expression of solidarity and reciprocity, 
implying involvement and inclusion of all and not only respect of 
the individuals’ autonomy and protection of vulnerables. 

Doing research with human beings is not a 
right but a privilege only justifiable if aiming

at common good (social value)

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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- Consolidating existing guidelines based on 
universal values;

- Promoting patients, participants, communities and 
population involvement and engagement in 
research from its design to the dissemination of the 
results (participation, transparency and 
accountability);

- Moving from strictly individual research ethics
(mainly targeting researchers) to institutional or 
collective ethics, also for the re-use of data and 
biospecimens (Good Governance Practice)

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
https://cioms.ch/working_groups/principles-of-good-governance-for-research-institutions/
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• Scientific and social value
• Pre-clinical data
• Proper design of the research
• Free and informed consent of the participants
• Participants and community engagement and involvement (PPIE)
• Participants’ register (healthy volunteers)
• Favorable balance benefits/risks
• Respect of privacy / data protection / coding / de-identification/ anonymisation
• Compensation for research induced damages
• Qualification of the investigator
• Sufficient ressources of the investigator (time, staff, infrastructures, material)
• Independance of the researcher / IP
• IT support
• Good Governance Practice of Research Institution (including a Human Protection 

Administrator)
• Favorable opinion of the competent Research Ethics Committee (REC)/IRB
• Registration of the research
• Re-use of personal data and biological material, etc…

Q. 1/4

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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Q. 3/4

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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The respect for and protection of the integrity, well-
being, rights and dignity of the participants must
always be the priority. When in doubt, one must adopt
their point of view (universal ethical principles or
human rights based regulation).

Institut de droit de la santé

Convention of the Council of Europe on Human Rights and Biomedicince (Oviedo Convention)
Article 2 – Primacy of the human being
The interests and welfare of the human being shall prevail over the sole interest of society or 
science.

Declaration of Helsinki (2013)
8. While the primary purpose of medical research is to generate new knowledge, this goal can 
never take precedence over the rights and interests of individual research subjects.

Q. 3/4

Jerry Menikoff, Protecting Participants Is Not the Top Priority in Clinical Research, JAMA 2024 Jul 16;332(3):195-196. 
doi: 10.1001/jama.2024.7677

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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US law perspective
☑

Legally or contractually
International perspective

☑Ethics

Law

Convention of Oviedo, CoE
Additional Protocol on 
Biomedical Research, CoE
Clinical Trial Regulation, EU
General Data Protection 
Regulation, EU
etc

Q. 1

DoH, CIOMS Guidelines

Other national laws perspective
☑

§46.101 To what does this policy apply?

(g) This policy does not affect any foreign 
laws or regulations that may otherwise
be applicable and that provide additional 
protections to human subjects of
research.

Q. 4

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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Q. 2

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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https://www.newsweek.
com/china-thousands-
corpses-smuggled-
bone-graft-medical-
health-scandal-
1936276

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
https://www.newsweek.com/china-thousands-corpses-smuggled-bone-graft-medical-health-scandal-1936276
https://www.newsweek.com/china-thousands-corpses-smuggled-bone-graft-medical-health-scandal-1936276
https://www.newsweek.com/china-thousands-corpses-smuggled-bone-graft-medical-health-scandal-1936276
https://www.newsweek.com/china-thousands-corpses-smuggled-bone-graft-medical-health-scandal-1936276
https://www.newsweek.com/china-thousands-corpses-smuggled-bone-graft-medical-health-scandal-1936276
https://www.newsweek.com/china-thousands-corpses-smuggled-bone-graft-medical-health-scandal-1936276
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• Scientific and social value
• Pre-clinical data
• Proper design of the research
• Free and informed consent of the participants
• Participants and community engagement and involvement (PPIE)
• Participants’ register (healthy volunteers)
• Favorable balance benefits/risks
• Respect of privacy / data protection / coding / de-identification/ anonymisation
• Compensation for research induced damages
• Qualification of the investigator
• Sufficient ressources of the investigator (time, staff, infrastructures, material)
• Independance of the researcher / IP
• IT support
• Good Governance Practice of Research Institution (including a Human Protection 

Administrator)
• Favorable opinion of the competent Research Ethics Committee (REC)/IRB
• Registration of the research
• Re-use of personal data and biological material, etc…

Q. 1/4
The Declaration is intended to be read 
as a whole and each of its constituent 
paragraphs should be applied with 
consideration of all other relevant 
paragraphs (DoH, preamble)

Q. 4

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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1. Defining the adequate level of respect for and 
protection of research participants

a. US perspective, other countries perspectives, global research ethics perspectives
b. Health-related research, including in human and social sciences 

v. other types of research involving human participants

2. At the light of the agreed upon level of of respect for 
and protection of research participants, how to compare 
US v. other countries laws and regulation?

Q. 5Country level evaluation

When authorized by a national law adopted through a democratic process in respect of 
human rights, other procedures could be adopted to protect the dignity, autonomy and 
privacy of the individuals. Such procedures are only acceptable when strict rules on data 
protection are implemented (DoT, art. 6 par. 2)

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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Q. 5Institutional level evaluation

2023 CIOMS International 
Guidelines on Good 
Governance Practice for 
Research Institution.

Figure 1: Main domains to consider in the 
governance of research institutions, p. XV

See also the coming WHO clinical research capacity metrics 

3. Assessing the adequacy of the available resources
and oversight capacities

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
https://cioms.ch/publications/product/international-guidelines-on-good-governance-practice-for-research-institutions/
https://cioms.ch/publications/product/international-guidelines-on-good-governance-practice-for-research-institutions/
https://cioms.ch/publications/product/international-guidelines-on-good-governance-practice-for-research-institutions/
https://cioms.ch/publications/product/international-guidelines-on-good-governance-practice-for-research-institutions/
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Objectifs d’enseignement

Formation continue CER-VD/CER-GE Prangins le 22 novembre 2018

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
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• Bujo, B. (2001). Foundations of an African ethic: Beyond the universal claims of 
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• Mfutso-Bengu, JM & Masiye, F. (2011). Toward an African Ubuntology Bioethics in Malawi in 
the Context of Globalization. In C. Myser (Ed.). Bioethics around the Globe (pp. 152-163) 
Oxford: Oxford University Press.

• Ulf Schmidt, Andreas Frewer, and Dominique Sprumont (eds), Ethical Research: The 
Declaration of Helsinki, and the Past, Present, and Future of Human Experimentation; Oxford 
University Press, April 2020

• 2023 CIOMS International Guidelines on Good Governance Practice for Research Institution
• 2024 WMA Declaration of Helsinki and JAMA special communication on the revised DoH

https://www.unine.ch/ids/home/30%20years%20of%20IDS.html
https://global.oup.com/academic/product/ethical-research-9780190224172?q=Ethical%20research&lang=en&cc=ch
https://global.oup.com/academic/product/ethical-research-9780190224172?q=Ethical%20research&lang=en&cc=ch
https://cioms.ch/publications/product/international-guidelines-on-good-governance-practice-for-research-institutions/
https://www.wma.net/policies-post/wma-declaration-of-helsinki/
http://read.alerts.jamanetwork.com/csb/Public/show/axac-2v4xw2--189du3-l1jz4c09
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