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Trois pôles de l'agir: “ma liberté, ta liberté, la règle” 

Three dimensions of action: "my freedom, your freedom, the rule »

A l'affirmation par soi de la liberté, s'ajoute la volonté que la liberté de l'autre soit. 

On the assertion of my own freedom, there is in addition the desire

that the freedom of the other is.

Visée de la vie bonne, avec et pour les autres, dans des institutions justes. 

Aiming good life, with and for others in just institutions.

Paul Ricoeur

Distinction between ethics and deontology

importance of one and the other:

* First and open sights of reflection,

* And meet the demands increasingly clear of regulations and limits that is a 

paradox of our societies concerned with regard to the normative.

Ethical aspects of biomedical research
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« Une des plus massives transformations du droit politique au XIXe siècle a consisté, je 
ne dis pas exactement à substituer mais à compléter, ce vieux droit de souveraineté ς
faire mourir ou laisser vivre ςpar un autre droit nouveau, qui ne va pas effacer le 
premier, mais qui va le pénétrer, le traverser, le modifier, et qui va être un droit, ou 
plutôt un pouvoir exactement inverse: pouvoir de “faire ” vivre et de “laisser” 
mourir. »

Michel Foucault Il faut défendre la société, Cours au Collège de France, 1975-76, 
Hautes études, Gallimard/Seuil p.214

«9ǘ ǎΩƛƭ Ŝǎǘ ǾǊŀƛ ǉǳŜ ƭŜ ƧǳǊƛŘƛǉǳŜ ŀ Ǉǳ ǎŜǊǾƛǊ Ł ǊŜǇǊŞǎŜƴǘŜǊ ŘŜ Ŧŀœƻƴ ǎŀƴǎ ŘƻǳǘŜ ƴƻƴ 
exhaustive, un pouvoir essentiellement centré sur le prélèvement et la mort, il est 
absolument hétérogèneaux nouveaux procédés de pouvoir qui fonctionnent non pas 
au droit mais à la technique, non pas à la loi mais à la normalisation, non pas au 
châtimentmais au contrôleΣ Ŝǘ ǉǳƛ ǎΩŜȄŜǊŎŜƴǘ Ł ŘŜǎ ƴƛǾŜŀǳȄ Ŝǘ Řŀƴǎ ŘŜǎ ŦƻǊƳŜǎ ǉǳƛ 
ŘŞōƻǊŘŜƴǘ ƭΩ9ǘŀǘ Ŝǘ ǎŜǎ appareils.» 

Michel Foucault La volonté de savoirΣ DŀƭƭƛƳŀǊŘΣ мфтсΣ ¢ƻƳŜ L ŘŜ ƭΩHistoire de la 
sexualitép118
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Roots of ethics in modern biomedical research

4th century BCE, Hippocrates: “to help and do no harm” (Epidemics)

« Le principe de moralité médicale et chirurgicale consiste donc à ne jamais 

pratiquer sur un homme une expérience qui ne pourrait que lui être nuisible à un 

degré quelconque, bien que le résultat pût intéresser beaucoup la science, c’est-

à-dire la santé des autres. »

Introduction à la médecine expérimentale 1865

Claude Bernard  (1813-1878) 

"The principle of medical and surgical morality therefore is to never practice on a 

human being an experience that could only be harmful to her/him at any degree, 

although the result could be of great interest for science, that is to say the health

of others. » 

in Introduction to Experimental Medicine 1865

Claude Bernard



06/10/2017

Comité

d’éthique

de l’Inserm

Lettre du 22 septembre 1884 de Louis Pasteur à l’empereur Pedro II du Brésil pour lui demander 

d’expérimenter le vaccin contre la Rage et des traitements expérimentaux du choléra sur des 

condamnés à mort.

Request to test innovative treatments against rabies and cholera on prisoners.

The Eugenic ideology including in democratic countries such as France:

Charles Richet - Nobel Prize 1913 - a freemason (GODF); a Dreyfusard; a 

pacifist; but the founder of the French Eugenics Society: "... after the elimination of 

inferior races, the first step towards the (human) selection, it is the elimination of the 

abnormals » - The Human Selection 1913 

Alexis Carrel Nobel Prize 1912 " in Germany, the government has taken strong

measures against the increase of minorities, of the insane, of the criminals. the ideal

situation would be that each individual of this kind is eliminated when he proved

dangerous,» Preface to the German edition of the Man, this unknown 1936

1931 in Nuremberg Concept of informed consent

Roots of ethics in modern biomedical research (2)
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Chenaud et al. Rev Med Suisse 2008;2691-2695
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1979 Tom Beauchamp and James Childress published the first edition of 

Principles of Biomedical Ethics (seventh edition 2013 )

1979 The Belmont Report follow-up: guidelines for responsible research using

human subjects

1. Respect for Autonomy/ Informed consent rooted in human dignity

2. The Principle of Nonmaleficence

3. The Principle of Beneficence

4. The Principle of Justice

Roots of ethics in modern biomedical research (4)
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Patients
Professionnals

Research, Health care

Media

Insurances
Health industry

Pharma, device, insurances

Regulatory bodiesGovernance

Habitus

market

Laws

Acknowledging that different stakeholders will have different views on 

what is good or valuable and what ought to be done

A global challenge: multiple stakeholders
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status of the human embryo have led to restrictions, varying from country to 

country. 

In the US Since 1996, the Dickey-Wicker amendment, renewed on the 

appropriations bill each year, prohibits the use of federal funds for research that

involves manipulating or destroying human embryos. BUT such studies remain legal

and can proceed with alternative funding sources

such as private corporations or foundations. 

In the United Kingdom, all research involving human embryos must be

approved by the Human Fertilisation and Embryo Authority. Consensus 

fromregulatory guidelines limits the in vitro culture of human embryos to the 

gastrulation stage, around 14 days post-fertilization, though there have been recent

calls to reevaluate this time limitation.

in France, principle of prohibition with derogation obtained from Agence de la 

Biomédecine for research with therapeutic ends and no alternative approach till 

2013. Licence from the Agence de la Biomedecine since. Continuous legal fight from

FJL. New discussion 2018.
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Avis 117 CCNE 2012

- Il n’y a pas plus de raisons en 2012 qu’en 2002 d’envisager l’autorisation et le 

développement de biobanques d’unités d’UCB à visée exclusive de substitution de 

moelle autologue, de nature privée à but lucratif, dans la seule indication de 

l’autogreffe de moelle éventuelle.

- Il s’avère indispensable d’augmenter le nombre de maternités accréditées en 

France à un minimum de soixante, pour atteindre l’objectif d’avoir rapidement 50 000 

unités d’UCB répertoriées, disponibles, de qualité certaine et utilisables comme allo 

greffons de cellules souches hématopoïétiques en France ou à l’étranger. 

- Le recueil des cellules souches mésenchymateuses de la paroi du cordon 

devrait devenir plus systématique. 
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A chimera is an organism that has more than a single set of parents, and consists of 

cells from two zygotes.  The classic chimera from Greek Mythology is part lion, part 

goat, part snake.

clinical applications using PSCs, either ESCs or iPSCs

1- Prior to FDA (or other regulatory agency) approval for a clinical trial, it is essential 

to establish efficacy of the approach by providing extensive pre-clinical data using

human PSC derivatives transplanted into a relevant rodent disease or injury model. 

2- There is a great demand for a new source of human organs. This approach

may involve combining human PSCs with early embryos of a host species using an 

approach called blastocyst complementation (Wu and Izpisua Belmonte, 2016).

3- Human PSC/non-human animal chimeras can also be used to model disease

and provide a platform for drug testing in an in vivo environment that more closely

mimics the human condition than can be achieved with cell culture studies.



06/10/2017

Comité

d’éthique

de l’Inserm human/non-humananimal chimeraethical issues

1- Human dignity. Fake images like pigs with human heads % of human nuerons

2- Personhood and moral status. How to define characteristics that are uniquely

human and testable in chimeric animals? A « person » has the intrinsic capacity to 

develop into a self-conscious rational being, and for humans speech or other forms

of language to communicate, self-interests longer than a moment, and moral 

autonomy.

3- Production of human gametes in a non-human animal: breedingthese animals

could lead to the formation of a human embryo. This led to ban on the breeding of 

chimeric animals containing human cells ISSCR 

(http://www.isscr.org/home/publications/2016-guidelines) and the National Institutes 

of Health (NIH), (https://federalregister.gov/a/2016-18601)
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Organoidsand gastruloids: stem cell-basedmodelsof human

development

Organoids small stem cell-derived 3D structures that self-organize into functional

cell types and recapitulate basic organ functions

Gastruloids pluripotent stem cell-derived in vitro simulations of gastrulating

embryos.

Annelien L. Bredenoord et al. Science 2017;355:eaaf9414
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Justice: la question du coût et de sa prise en charge

Coût d’une médecine de précision dont chaque traitement serait individualisé. 

De plus problème éthique de la validation thérapeutique et de non-toxicité 

puisque limité au procédé de production des cellules et inconnu de la réaction 

individuelle, cf les morts par immunothérapie des cancers suite à l’utilisation 

de CRISPR tel l’essai JCAR015 de Juno Therapeutics stoppé en mars 2017 

sur les CAR-T et un switch vers une tentative de contrôle de la balance 

CD4/CD8.



06/10/2017

Comité

d’éthique

de l’Inserm

Pour tout contact avec le comit® dõ®thique de lõInserm 

Comite -ethique@inserm.fr

Thank you for your attention

mailto:Comite-ethique@inserm.fr

