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✓ Why to address this issue?
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Creating and enhancing TRUSTworthy, responsible and equitable partnerships in international research

www.trust-project.eu

• Our goal: to catalyse a global collaborative effort to improve adherence to high ethical standards around 
the world, by proposing tools to the European Commission to avoid/limit ethics dumping.
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• we first reviewed the current practices at global level

In open access: 

https://www.springer.com/de/book/9783319647302

UK scientist undertakes invasive 

research on primates in Kenya, 

forbidden in UK; exploiting legislation 

gaps in Kenya

78-year-old Chinese woman suffers serious adverse 

effects after trial, in study of foreign pharma company: 

compensation for harm only obtained after lengthy legal 

trials
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• we then proposed tools…
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http://frcweb.cohred.org/
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http://www.globalcodeofconduct.org/
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✓ who are the volunteers (1)

* Volunteers testing new drugs in Clinical Trials, e.g.

first-in-humans administration to evaluate tolerance, action on human metabolism, 

pharmacokinetics, dosage and side effects (Phase 1)

* Volunteers offering biological samples as control in Clinical Trials, e.g. 

since 2008, Pasteur Institute hosts ICAReB biobank collecting various samples from ~300 

healthy volunteers

* Volunteers participating in cohorts for social science studies, e.g. 

behavioral studies in real-life setting (the Brain Institute (ICM) hosts the PRISME platform which 

lists ~2000 healthy volunteers available to help, for example, to develop technologies for real life analysis of 

behaviors in various settings (waiting room, confined environments, public spaces...), 

social impact of living in refugees camps (MSF Epicentre follows cohorts of refugees in 

Ouganda from their arrival)

impact of the 2015 Paris terror attacks: ‘13-Novembercohort: A Study to Better Understand 
Traumatic Memory and Resilience’
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✓ who are the volunteers (2)

Volunteers for vaccine development: 

classical Phase 1 approach (HIV, Ebola, Covid-19…)
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✓ who are the volunteers (2) 

‘the Heroes of the pandemia’
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✓ who are the volunteers (2)

Volunteers for vaccine development: 

classical approach (HIV, Ebola, Covid-19), 

Human challenge trials (Shigella dysenteriae, malaria, flue, dengue) 
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✓ why to be a volunteer: 

their activities are close to the research domain, e.g. students in the field of health

people experiencing the disease of a loved one

pure altruism ‘to help Science to develop’

financial motivation

access to basic health care
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✓ is it risky to be a volunteer?

June 2001, study on asthma at John Hopkins University, the volunteer died from lung failure.

March 2006, the German company TeGenero proposed to evaluate the tolerance of an 

antibody to fight diseases such as rheumatoid arthritis, certain leukemias or multiple sclerosis: 

six healthy volunteers recruited in UK developed severe multi-organs failures.

January 2016, the Portuguese company Bial proposed to test a molecule supposed to relieve 

pain and anxiety: among the 128 healthy volunteers recruited in France, on the fifth day of the 

administration of a daily dose of the candidate-drug, one died and five suffered irreversible 

brain damage and mental handicaps.
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Samanth Subramanian

The National News

September 17, 2018

SOMO briefing paper on ethics in clinical trials

#1: Examples of unethical trials

February 2008 (updated)

Centre for Research on Multinational Corporations, NL

✓ is it risky to be a volunteer (2)
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another potential risk: 

the new ways of enrolling volunteers
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✓ « classical » recruitment

Dr F. Eisinger, Inserm ethics committee
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✓ new recruitment
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✓ new recruitment
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✓ new recruitment
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Allows faster recruitment for more patients

Dr F. Eisinger, Inserm ethics committee

✓ new recruitment: our conclusions
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Allows faster recruitment for more patients

Vulnerable populations may be induced to participate through misleading 

messages

Dr F. Eisinger, Inserm ethics committee

✓ new recruitment: our conclusions

NEC Forum meeting, May 2021



Allows faster recruitment for more patients

Vulnerable populations may be induced to participate through misleading 

messages

Need for better control of the messages

Need for better oversight of the CoI

Dr F. Eisinger, Inserm ethics committee

✓ new recruitment: our conclusions
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✓ several questions to be discussed:

Should we name these research participants ‘healthy volunteers’ or ‘healthy participants’ ?

Should it be allowed to recruit participants who are in a context of vulnerability or should all 

clinical studies be condemned when the context of vulnerability is evident ? 

Is it necessary, prior to any clinical studies, to precisely assess the context of vulnerability and 

implement measures to reduce it? But who would be in a position to define the boundaries of 

vulnerability ? 

How to provide a true information to people in vulnerable condition ?
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✓ our next steps:

Development of good practices guideline to assist investigators in the conduct of research 

involving healthy volunteers/participants.

Discussing the guideline during a 2-day workshop: ‘Toward good ethical practices to protect 

the healthy volunteers in biomedical research’
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Merci!!

francois.hirsch@inserm.fr

NEC Forum meeting, May 2021


