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We judge a society by the way it
welcomes in those who feel they have
no place in it…



The psychiatric institution:

a mirror of contemporary society,

its organisation,

its problems,

… 



society knowledge

institutions

Three distinct malaises !

• Malaise in the institution

• Malaise in society

• Malaise in fields of knowledge



the encounter with the other

Anxiety +++

the psychiatric framework 
as a defence against the encounter

Rejection of the encounter !



Rejection of the encounter

Rejection of 
singularity

rejection
denial 
negation
repression

Rejection of 
clinical practice



Mental health Psychiatry



- rejection of the psyche

- rejection of the suffering

- rejection of the tragic dimension 

of existence

- rejection of clinical practice 

…

- rejection of “madness” 

risks that come with the concept 
of Mental Health:



- rejection of the social dimensions

- rejection of the political dimensions

- rejection of the epidemiological dimensions

…

- rejection of the collective dimensions

risks that come with the concept 
of Psychiatry:



a population

for all

collective

the subject

one by one

intimate
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intimate collective

individual psychology is immediately and at the same time social psychology

according to Freud, (1921) Group Psychology and the Analysis of the Ego.



Where is madness ?



Madness ?

- Intimate:
“the kind found within the asylum walls”

- Collective: 
“the kind that deafens the world with its sound 

and fury”

Lacan (1936/1949) ‘The Mirror Stage as Formative of the I Function’ in Écrits, p. 80



15

“Your are on earth, 
there’s no cure for that.” 

“We are all born mad, 
some remain so.”

Samuel Beckett



The contemporary is the time of paradoxes !

Paradoxes:

• Contradictory statements
• Ambivalence
• Coinciding opposits



1. Paradoxes of the normal and the pathological



Contemporary crisis in diagnoses !

2014

Publication of DSM 5 ---- system of categories
(disorders)

vs

RDoC (NIMH, Insel) ---- dimensional system
(endophenotypes)



medicalisation of the human condition !

DSM:
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DSM II :        182 categories

DSM III-R       292 categories

DSM IV           365 categories

DSM 5              400 categories
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Michel Foucault, 1973: 

“The world is a big asylum”

Medicalisation of existential suffering…
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biologising the human condition !

RDoC:
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The sophism of a biological basis

1. There are mental disorders

2. These mental disorders have biological origins

3. If they have biological origins, then they are not mental

4. Therefore, there are no mental disorders



Poincaré, H. 
The Foundations of Science: Science and Hypothesis 

“have we really the right to speak 
of the cause of a phenomenon?

….any one phenomenon will not be the effect 
of a single cause, but the resultant of 
causes infinitely numerous”
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The normal and the pathological, where is 
the boundary ?
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Richard Smith, BMJ, 324, 2002

“non-diseases”

Age
Boredom

Bags under eyes
Ignorance
Baldness
Freckles
Big ears

Grey or white hair
Ugliness
Jet lag

Cellulite
Anxiety about penis size

Road rage
Loneliness

……..
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The normal and the pathological ?

quantitative variation 

qualitative differentiation

pathology

pathological

normal

general
population

symptomatology

symptomatology

general
population



The norm for all

To each their norm

?!
Outside the norm for all !

Reconfigurations of the normal and the pathological



“transmutation of madness into [mental] illness” (17th  –
20th century)
Foucault, « Le pouvoir psychiatrique », Collègue de France,
1973-74, p. 351

“liberation” of  diagnosis …
Ibid

depathologise !
demedicalise !
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Generalised mental disorders

Disappearance of mental disorders

? Where is the boundary ?!

Paradoxically …



2. Paradox of the rejection of madness



The rejection of madness
(The missed encounter between madness and psychiatry)

Madness is back !... :      

 In prisons
 In radicalisation and fanaticism
 In nationalism
 In litigious delusions (Lacan, Seminar III, p. 18)
 On social media 

“everyone is mad” ! (Lacan, Ornicar ?, 17/18, 1979, p. 278)



Pascal 

« les hommes sont si nécessairement fous, que ce serait être
fou par un autre tour de folie, de n’être pas fou » 

“Men are so necessarily mad that it would be another twist of 
madness not to be mad.”



3. Paradox of the performative

I am what I say
I am what it is said I am

Pygmalion effect

“moulding” (Ian Hacking)

prediction ---- prevention ---- prescription



Intersection 
of paradoxes

Rejection of madness
Reappears in 
society

Rejection of the subject Reappears 
in madness



Towards a new paradigm?!

paradoxes 

crisis in psychiatry 



Paradigm in crisis Towards a new 
paradigm?  

paradoxes 



Paradoxes:

hurdles

Open to the new !
Change of paradigm



For a new paradigm:



Connection to the city/connection to culture

Psychological crisis: connection to the other is 
broken (family/society/culture)

A connection that needs to be rewoven:

aim and condition of psychological care …



A different kind of hospital! 

 Multiple interfaces city/culture/ care  - in a place 
where one comes to be treated

Möbius effect between the inside and the outside… 
‘principle of infinity’

Max Bill
Moebius: 
A single sided strip



destigmatisation

give back space to the subject, their story, 
including in its tragic dimensions.



a return to clinical practice !



the illnesses vs the ill !

treating illnesses

treating the ill (the subject)



society 

knowledgeinstitutions

Clinical practice ! 

Malaises Way out  



society 

knowledgeinstitutions

The subject’s answer 

Malaises Way out  



Answer !

neuronal genetic history

structure 
of the 
psyche

Determinism…

Outcome



Making psychiatry a practice of individual outcomes

Ethical challenges:

…following an ethics of outcomes, 
of continuously evolving individual solutions 
that are both novel and unpredictable…

Opening up the future !
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Multiple Applications of A.I. 
And Robotics

• Transportation, logistics, delivery 
• Smart cities 
• Healthcare 
• Manufacturing  
• Agriculture 
• Personal services & assistance 
• Security 
• Recommender systems, advertisement 
• Recruitment & management  
• Insurance & finance 
• Public services 
• Justice 
• Warfare 
• …
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A face-scanning algorithm 
increasingly decides whether 
you deserve the job 
HireVue claims it uses artificial intelligence to 
decide who’s best for a job. Outside experts call it 
‘profoundly disturbing.’



ARTIFICIAL INTELLIGENCE TECHNIQUES AND APPROACHES  
[Annex I, referred to in Article 3, point 1, EU Legislative proposal 
(21/04/2021)]

(a) Machine learning approaches, including supervised, unsupervised 
and reinforcement learning, using a wide variety of methods including 
deep learning; 
(b) Logic- and knowledge-based approaches, including knowledge 
representation, inductive (logic) programming, knowledge bases, 
inference and deductive engines, (symbolic) reasoning and expert 
systems; 
(c) Statistical approaches, Bayesian estimation, search and 
optimization methods.
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Most current AI systems are based on Machine Learning 

Search for regularities and similarities in data 
Statistical correlations of data features to make predictions  

No reasoning using data and mathematical/physical theories and models 
No understanding of causes to build general models for making predictions 
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Deep Learning Limitations
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Strike (with) a Pose: Neural Networks Are Easily Fooled by 
Strange Poses of Familiar Objects. Michael A. Alcorn et al.,  
CVPR 2019

 Targeted physical perturbation experiment  
The misclassification target was Speed Limit 45.

Robust Physical-World Attacks on Deep Learning 
Models K. Eykholt et al. CVPR 2018.



Vegard Antun et al. PNAS 2020;117:48:30088-30095

©2020 by National Academy of Sciences

Perturbations rj 

(created to simulate 
worst-case effect) 
with |r1|<|r2|<|r3| are 
added to the image x.  

(Top) Images 1 to 4 
are original image x 
and perturbations 
x+rj.  

(Bottom) Images 1 to 
4 are reconstructions 
from A(x+rj) using the 
Deep MRI (DM) 
network f, where A is 
a subsampled Fourier 
transform (33% 
subsampling);  

(Top and Bottom) 
Image 5 is a 
reconstruction from 
Ax and A(x+r3) using 
an SoA method; 
Note how the 
artifacts (red 
arrows) are hard to 
dismiss as 
nonphysical.

On instabilities of deep learning in image reconstruction and the potential costs of AI

Issues in Medical Imagery Interpretation



Issues in Statistical ML

• AI Black box: data, millions/billions of parameters, optimization 
algorithms, off-the-shelf components 

• No solid verification and validation processes, qualification and 
benchmarking of results  

• Absence of causal links between inputs and outputs: no explanation 
of results  

• AI systems lack semantics and context awareness

7



Evaluation and Mitigation of AIS Environmental Impact
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From 
Lynn Kaack, Priya 
Donti, Emma 
Strubell, George 
Kamiya, Felix 
Creutzig, et al..

 Aligning artificial
intelligence with 
climate change 
mitigation. 
2021.  hal-03368037 



Decision and Action Delegation to AI systems

  - Critical applications (healthcare, transportation, …)  
  - Areas raising human rights, discrimination and social issues, …  

          ! Need for responsible design and development  
 ! Need for ethics and responsible governance 
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Ethical Principles for Trustworthy AI

Ethical imperatives 
• Principle of Autonomy: “Preserve Human Agency and control”  
• Principle of Non maleficence: “Do no Harm” - Neither cause nor 

exacerbate harm  or otherwise adversely affect human beings. 
safety and security, technical robustness. 

• Principle of Justice: “Be Fair”. Equal and just distribution of 
benefits and costs, free from unfair bias, increase social fairness 

• Principle of Explicability: “Operate transparently”. Traceability, 
auditability, transparent system capabilities, …
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Requirements for Trustworthy AI 
High-Level Expert Group on AI (EU) - April 2019
1. Human agency and oversight- Including respect tof fundamental rights, 

human control  
2. Technical robustness and safety - Including resilience to attack and security, 

fall back plan and general safety, accuracy, reliability and reproducibility 
3. Privacy and data governance - Including respect for privacy, quality and 

integrity of data, and access to data 
4. Transparency - Including traceability, explainability and communication 
5. Diversity, non-discrimination and fairness - Including the avoidance of unfair 

bias, accessibility and universal design, and stakeholder participation 
6. Societal and environmental wellbeing - Including sustainability and 

environmental friendliness, social impact, society and democracy 
7. Accountability - Including auditability, minimisation and reporting of negative 

impact, trade-offs and redress.
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https://ec.europa.eu/digital-single-market/en/high-level-expert-group-artificial-intelligence
Tool: Assessment List for Trustworthy AI - ALTAI

https://ec.europa.eu/digital-single-market/en/high-level-expert-group-artificial-intelligence


French Digital Ethics Council examined topics

• Digital technologies and the pandemic  
• Automated Driving 
• Conversational agents (Chatbots) 
• Artificial Intelligence in medical diagnosis 
• Facial, postural and behavioural recognition  
• Health data

12



Takeaways:  
Responsible Development, Use and Governance of AI

• ML is a very efficient technology for automating data analysis  
• AI is no silver bullet for many application. Avoid technical solutionism.  
• AI systems using machine learning need to be made robust and resilient 
• Explainability is essential to build trust in AI systems 
• Appropriate design approaches, governance frameworks, auditing and 

certification of AI systems are necessary 
• Complying with a responsible AI approach can be assessed through the 

compliance with the HLEG-AI 7 key requirements. 
• Ethics Councils can provide recommandations and raise research questions.
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PRIORIZATION
THE WORD OF THE PANDEMIC FROM A 
BIOETHICAL PERSPECTIVE



PRIORIZATION IS NOT STRANGE TO OUR HEALTHCARE
SYSTEMS (PUBLIC MODELS)

BIOETHICAL CONFLICTS ARE NOT STRANGE TO THE
HEALTHCARE SYSTEM AND TO ITS DECISION MAKING
PROCESS (values involved, such as life, integrity, privacy.
…)



TWO TALES/THREE DATES

1. MARCH 2020

2. SEPTEMBER 2020

3. APRIL 2021





A BIOETHICAL CRISIS
IN A PUBLIC HEALTH CRISIS 



SOCIAL VALUE OF
THE INDIVIDUAL



DO INDIVIDUALS HAVE SOCIAL VALUE?



BIOETHICAL DIAGNOSIS OF THE PANDEMIC

1. UTILITARIANISM

2. DILEMMATISM

3. SCIENTIFICISM





“Natural rights is simple nonsense”

Jeremy Bentham



ZAGREBELSKY

IT IS NOT ONLY THE MOST BENEFIT
FOR THE MORE NUMBER OF
INDIVIDUALS, IT IS ABOUT THE LESS
NUMBER OF INDIVIDUALS
EXCLUDED FROM HAPPINESS



2. DILEMATISM



DIEGO GRACIA:

The human being tends to reduce the courses of acAon to two
and usually extreme. It is a dichotomous logic, a bias of
dilemmaAsm

In real life there are few dilemmas and many problems



3. SCIENTIFICISM



3. SCIENTIFICISM

WHO SHOULD SOLVE THE PANDEMIC, SCIENTIFICS OR 
POLITICIANS?

CAN WE SOLVE THIS CRISIS WITHOUT CONSIDERING ALL THE 
ELEMENTS INVOLVED?

IS THERE POLITICS WITHOUT EDUCATION, ECONOMY WITHOUT 
POLITICS AND HEALTH WITHOUT ECONOMY? 



WILL THERE BE 
VACCINES FOR 
EVERYBODY?







ETHICAL PRINCIPLES

RISKS
GROUPS



ETHICAL PRINCIPLES

RISKS
GROUPS

does this virus 
treat everybody
the same way?





EQUALITY

NECESSITY

EQUITY

VULNERABILITY

THE BEST INTEREST OF CHILDREN

SOCIAL BENEFIT

RECIPROCITY

ETHICAL PRINCIPLES



Mortality

Exposition

Social and economic impact

Transmission

RISKS













REASONS FOR A SUCCESS

LIVING STRATEGY

STEP BY STEP

NON COMPULSORY v VOLUNTARY

STRATEGY BASED ON ETHICAL PRINCIPLES





LIVING STRATEGY



CRISIS OF THE SECOND SHOT AND 
MIXED SHOT





THERE IS NOT A RIGHT TO CHOOSE VACCINES

BUT IS BETTER TO BE VACCINATED EVEN WITH A
NON MIXED BOOST



IS IT ETHICAL TO VACCINE OUR CHILDREN?





Scientifism is a disease 
from which are not even 
free  our scientifics

Miguel de Unamuno, 1907



29th NATIONAL ETHICS COUNCILS FORUM

“THE PANDEMIC. STRENGTHS AND WEAKNESSES”

Dr. Amós García Rojas    

Abril 2022



PRESIDENTE  AEV

ASOCIACIÓN ESPAÑOLA DE VACUNOLOGÍA



““When we believed that all the answers,

changed all the questions”

Mario Benedetti









LA COVID-19

UNEXPECTED

NOT INITIALLY VALUED

IMPOVERISHED HEALTH SYSTEM



COVID-19
GLOBAL WARMING

POVERTY

MAN'S RELATIONSHIP WITH ANIMALS



Without health there is no economy

Without economy there is no health

Midpoint



DO VACCINES SAVE LIVES?



NOT ALL VACCINES ARE THE SAME
I AM NOT PROVACCINE

VACCINES AS AN ATTITUDE



VACCINES
COVAX PROGRAM

EU PURCHASING CENTRA



VACCINES
SLOWLY

LOGISTICAL COMPLEXITY

COMMUNICATION



STRATEGY
PRIORIZATION

LOGISTICS ANALYSIS

COMMUNICATION



VACUNAS

VACCINATION IN DEVELOPED COUNTRIES

VACCINATION IN POOR COUNTRIES



NUEVO ESCENARIO

BUT BE CAREFUL, WE ARE STILL IN A PANDEMIC

CALM, PATIENCE MORE PRUDENCE



THANK YOU VERY MUCH



From Theory to Practice: 
Ethics Guidelines for

Trustworthy AI and Challenges 
of Implementation

Lorena Jaume-Palasí





Technical context

Cammio (Xpress-Analytics using IBM Watson)*

Xpress Analytics analyses the spoken text of the candidates and, 

based on the OCEAN model, classifies the personality traits into a 

personality profile.

*Used a.o. by: EU Careers according to Cammio report



Accordingly, in this example we have at least: 
1) the logic of SAP's language scans (gender neutral), 
2) the logic of Cammio (strongly gendered) and 
3) the logic of IBM Watson together with
4) the logic behind the psychological OCEAN model and 
5) the logic of the platform on which all systems are operated, 
if necessary - depending on the architecture model - even including
(6) the addition of an intermediate analytical layer

Technical context.
SAP & Cammio Cooperation



Socio-
technical 
context







What does a judge have to do?

• Judicial power is vested in the judges

• Judicial independence

• Dispense justice



What does a judge have to do?

• Dispense justice (> interpreting the law)
• Evaluate (individual) risk – social prognostics

• Personality of the perpetrator, past life (especially previous convictions), the
circumstances of the crime and the living conditions of the perpetrator

• Agreements in advance with the court and prosecution
• Consider material and procedural laws

• term of imprisonment, 
• prohibition of retroactivity, 
• avoidance of unnecessary hardships, 
• relieving the criminal justice system etc.

• Defense of the rule of law





Moral Automatization

Machine oversight of humans

Centering habitus (instead of material and procedural law)

Consistency as moral efficiency

Centering algorithmic norms over procedural, human 
oversight



Challenges
• Risks, conflicts and frictions go beyond the isolated analysis of a single product > 

technical ecosystems in a large socio-technical context. 

• Challenges and trade-offs regarding transparency and explainability of a complex
ecosystem. Transparency is not accountability

• Risks, conflicts and frictions go beyond quality and security processes

• Risks, conflicts and frictions are frequently out of the scope of a general AI 
regulation

• The need to zoom out. Context of use



Thank you!

Twitter: @lopalasi
email: ljp@ethicaltech-society.org



Digital Health
Combining Bioethics and Cyberethics

Claude Kirchner

CCNE

CERNA

pour les sciences de la vie et de la santé
comité national pilote d’éthique du numérique

29th Meeting of the National Ethics Councils (NEC) Forum
UNESCO, Paris — May 12, 2022
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The world is undergoing a 
profound digital 

conversion

2 2



A formidable opportunity

Source of progress and innovation
...

with also (many)
unexpected usages

3 3



Of all the worries the parent of an autistic child has, the uppermost 
is: Will he find love? Or even companionship? Somewhere along the 
line, I am learning that what gives my guy happiness is not 
necessarily the same as what gives me happiness. […] Siri makes 
Gus happy. She is his sidekick. Last night, as he was going to bed, 
there was this matter-of-fact exchange:

Gus: “Siri, will you marry me?”
Siri: “I’m not the marrying kind.”
Gus: “I mean, not now. I’m a kid. I mean when I’m grown up.”
Siri: “My end user agreement does not include marriage.”
Gus: “Oh, O.K.” 4



An evolution that includes 
what we do not see or no longer see

• Energy production: electricity, gas, etc.

• Fluid management: water, traffic, ... 

• Logistic chains: supermarket supplies, …

• Scientific research: astronomy, history, economics, informatics, medicine, ...

• Agriculture: optimized distribution of fertilizers, …

• Biomedical: vaccine development, ...
5 5



An evolution AND a conversion

« conversion requires a retrospective examination of the 
past (thus the re-interpretation and re-capturing of older 
frameworks and contents into the new ones) as well as 
new explanations of actions and events »

— Milad Doueihi, Digital Cultures, Harvard University Press, 2011
La grande conversion numérique, La librairie du XXIe siècle   

Editions du Seuil, 2008, p. 23

6 6



Digital Health
Convergence of health and digital sciences and technologies

US-FDA: DH includes mobile health, health information 
technology, wearable devices, telehealth and telemedicine, and 

personalized medicine

7

Reduce inefficiencies
Improve access
Reduce costs
Increase quality
Personalize medicine solutions

Software as a Medical Device, incl. AI 

Cybersecurity

Medical Data Systems

Medical Device Interoperability

Wireless Medical Devices

Allows Needs



Exemples in all medicine domains

• Medical diagnosis and AI
• AI to triage Covid-19 patients
• Tele-medicine and tele-care 
• Vaccines and drugs researches
• Epidemiology
• Global health, etc…

Making possible a global integration of 
prevention, diagnosis, care and support 8



Why does

the representation and digital processing of 
information

have such an impact on humans, their 
organizations,… health  and medicine
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We are biological information processing 
systems 

—and not only that—

. The reading of this text

. The functioning of an organ 

. The reasoning conducted to understand a situation 

are information processing operations, 
often absolutely non-elementary

10 10



In a context where humans and digital 
information processing systems co-evolve

11

They complement each other

Interact 

Collaborate

Combine

with profound consequences for and on humans 

11

Keeping in mind that digital systems are human designed



The cyber-civilisation

13

• Based on a deep synergy between biological (eg human) and 
digital information processing systems

• Based on mastery and confidence in information processing 
systems, considered globally

• Relies on non-trivial qualities of digital information systems like:
cybersecurity, non-maleficence, confidence, …

On needs of ethics, understood as: ``Reflection on human behaviors 
and the values on which they are based, carried out with a view to 
establishing a doctrine, a science of morality ‘’ 

—— French Academy dictionary
13



After the fall of Yezhov

© In Ethics and Computational Photography, Fredo Durand, MIT EECS & CSAIL

Information processing is not new…

14
And the topics is unfortunately of full actuality:



(Sophisticated) information processing for everyone

© In Ethics and Computational 
Photography, Fredo Durand, 
MIT EECS & CSAIL

What are the values
embedded 

in the algorithms?

Who decide ?

15



Digital or Cyber ethics integrates…
• Important and lasting influences of digital technologies on humans

• The fascination provoked by machines that imitate the living

• A radical and universal questioning of the way we consider today 
human autonomy, social and political relationships

• Contributions of digital technology to the objectives of sustainable 
development, in particular for education, culture, health, social 
justice, economy, environment

16https://www.ccne-ethique.fr/fr/actualites/manifeste-pour-une-ethique-du-numerique



Cyber and Medical Ethics are 
Combining

17

Belmont report (1978)

Menlo report (2012)

Ethics guidelines for trustworthy AI (2019)

Ethically aligned design (2019)

European ethical principles for digital health 
(2022)

Fairness

Privacy

Transparency

Justice

Dignity
Loyalty

Beneficence

Explainability

Accountability

Reproductibility

Sustainability

respect of persons

Public interest

Autonomy

Medical ethics

Bioethics

AI ethics

Digital ethics

Cyberethics

Non-maleficence

https://presidence-francaise.consilium.europa.eu/media/zp2jt3up/european-ethical-principles-for-digital-health_fr_eng.pdf


The doctor, the machine and the patient
a combination of intermediations

The machine (using digital technology and in particular machine learning) will 
enrich and complexify the relationship between the doctor and the patient.

• doctor <-> machine intermediation: how to co-construct, e.g. a medical 
diagnosis? what training?

• patient <-> machine intermediation: consent? what autonomy? what 
automation?

• doctor <-> patient intermediation: in a renewed situation to co-discover and 
co-master, what ethics? 18



The doctor, the machine and the patient
Renewed questions

• Human oversight or human guarantee?

• What do we want to guarantee or supervise?

• Transparency, autonomy (of whom?), reproducibility, responsibility? 

• How can regulation, whether European or national, be informed?

Not allowing to benefit from digital capacities would clearly raise ethical 
questions!

19



Concluding remarks
Ethics, an imperative of digital humanism

Ethics, especially in the digital world, is also a competitive advantage for 
companies

Ethics to help taking into full consideration the environmental footprint of 
digital technology

The combination of biological and digital information processing systems 
introduces a new complexity at the heart of which ethics plays a crucial role 

in helping to build regulation
20



Bioethics and Cyberethics
Ethical issues of digital health require a global approach to the combination of 

cyberethics and bioethics. 

At the French level, moving forward with this objective also means giving 
ourselves the means to coordinate and combine the reflections of:

— the National Consultative Ethics Committee for Life Sciences and Health

— the National Consultative Ethics Committee for Digital Technology and 
Artificial Intelligence, that is in the process to be created after its pilot version.

21



Episciences: Communication Scientifique et Maitrise des Données

claude.kirchner@inria.fr

22

https://www.ccne-ethique.fr/fr/actualites/manifeste-pour-une-ethique-du-numerique

Thank you!



Participation, community
engagement and social 
value in the light of research
ethics –
experiences from the
proEthics project

29th NEC Forum

Prof. Dr. Dirk Lanzerath
Dr. Lisa Tambornino
European Network of Research 
Ethics Committees (EUREC)



Guiding Thoughts

• social trust in scientific knowledge 
and trust in the system of science is 
indispensable
• science and society are not 

antagonists: science is a social 
practice within a social practice.



Recent experiences

• successful management of the pandemic 
only with modern science and research
• but misinterpretation and 

miscommunication can be a source of fake 
news and and anti-scientific ideologies
• great challenge to productively interlink 

science and society 
• Society learns from science / science learns 

from society: PARTICIPATION



New Ethical 
Requirements: Science 
within Society

• trust and accountability
• broad responsibility of 

researchers:
• „Respect for colleagues, 

research participants, society, 
ecosystems, cultural heritage 
and the environment.“ (ALLEA 
ECoC, 2017, p. 4)

• stronger normative interaction 
between science and society

https://allea.org/code-of-conduct/



Responsibility 
of Ethics Bodies

• Ethics Councils, EGE and 
DH-BIO as interface 
between science and 
politics

• but also a responsibility 
of RECs



social value: 
fundamental 
justification for 
undertaking research

“Scientific and social value cannot 
legitimately subject study participants 
or host communities to mistreatment, 
or injustice. (...) Researchers, sponsors, 
research ethics committees and 
relevant health authorities, such as 
regulators and policy-makers, must 
ensure that a study has sufficient social 
value to justify its associated risks, 
costs and burdens.“

(CIOMS, International Ethical Guidelines for
Health-related Research Involving Humans
Guideline 1, 1-2)
https://cioms.ch/publications/product/internatio
nal-ethical-guidelines-for-health-related-
research-involving-humans/



Participation of
Laypersons in RECs

"‘Ethics committee’ means an 
independent body established in a 
Member State in accordance with 
the law of that Member State and 
empowered to give opinions for the 
purposes of this Regulation, taking 
into account the views of 
laypersons, in particular patients or 
patients' organisations;"
(REGULATION (EU) No 536/2014, Art. 
2.2 (11))



YPAG

A Young Persons 
Advisory Group: group 
composed of children 
and young people 
actively involved in 
research; change from 
research subjects 
(participants of research) 
into partners with 
researchers (designing 
the research)

https://eypagnet.eu



European Network
of Research Ethics and Research Integrity

https://eneri.eu



Participatory Real Life Experiments in Research
And Innovation Funding Organisations on Ethics



This project has received funding from the European Union’s Horizon 2020 research and innovation  programme under grant agreement No 872441.

proEthics is a 4 year H2020 project, running from 2020 to 2023. 
Key question: How can citizens and other stakeholders be involved 
in research and innovation activities, and how can this be done 
ethically?
proEthics is testing new ways of participation and is developing an 
ethics framework for ethics of participation processes.
15 partners from 12 European countries (8 RFOs)
Coordinator: ZSI

About proEthics
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Partner Map
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Partners
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Background

Research and 
innovation aim 
to create new 
knowledge and 
technologies 
that benefit 
our society.

By including 
the people 
affected we 
can make the 
research and 
innovation 
activities more 
useful and 
relevant.
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Example: Citizen panel for assessing research 
projects that create new technologies for home 
care services

How do we make sure the panel covers all the 
different needs of different carers, and the 
people their care for?

How to make sure that everyone gets heard 
equally and that no one is exploited?

Challenges and ethical issues
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What kinds of projects should citizens be involved in, at what stages and to 
what degree?

How do we make sure participants know enough about a project to make 
decisions about it?

How to choose the right participants to present a target group?
How to choose the right process for participant involvement?

How to avoid biases in citizen selection?
How do we need to take care about participants during participatory 
involvement?

How do we ensure to protect privacy rights of participants and obtain informed 
consent?

How can participatory activities be conducted in line with basic ethical 
principles and values in research ethics and research integrity (e.g. respect for 
autonomy, transparency, trust)?

Challenges and ethical issues
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The proEthics ethics framework

A first version of the ethics framework is 
online available under pro-ethics.eu => 
PRO-Ethics outputs
The ethics framework offers a set of 
questions and related actions to consider 
when designing, implementing and 
evaluating a participatory process.  
Target group: With the ethics framework 
proEthics targets RFOs, ethics bodies and 
others involved in research and 
innovation activities

This first version is meant to be 
empirically tested and further improved 
over the course of the next 1,5 years.

RFOs AND PARTICIPATION
• RFOs are mainly conducting expert-led 

processes and do not carry out participatory 
activities.

• But: RFOs should include citizens and other 
stakeholders, e.g. in topic identification, 
programme design and project evaluation. 
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The proEthics ethics framework

PART I: General considerations on ethics and participation
PART II: Tools and Guidelines

A. How should a participatory process be designed? 
B. Which type of activity is targeted by the participatory process? 
C. Which types of participants are targeted? 
D. Where are the ethics issues and risks? 
E. Are selection processes addressing all critical factors? 
F. Has the implementation deviated from the design?
G. What are the outcomes and the added value?
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The proEthics ethics framework
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Next steps to enhance the ethics 
framework

Existing participatory processes of the 8 RFO 
partners will be further analysed to improve 
the ethics framework. 
Three workshops with ethics and integrity 
bodies will be conducted within 2022 in order 
to find out how the ethics framework can be 
adjusted to their needs.

proEthics is 
looking forward 

to getting 
feedback to 

further improve 
the ethics 

framework!

pro-ethics.eu => 

PRO-Ethics outputs



Thank you!

proEthics has received funding from the European Union’s Horizon 2020 research and innovation  programme under grant agreement No 872441.
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National Ethics Council and health care democracy/Citizen democracy

Council of Europe perspective and reference work

Laurence LWOFF
Human Rights and Biomedicine Division

Council of Europe
http://www.coe.int/bioethics



• Intergovernmental organisation established in 
1949

• 46 member states 

• Role: strenghthening human rights (ECHR), 
democracy and the rule of law

• Protecting human rights in biomedicine to 
promote developments for the benefit of 
human beings

• Convention on Human Rights and 
Biomedicine (Oviedo Convention) (1997)

2

Council of Europe 



Convention on Human Rights and Biomedicine (1997)

Article 28 – Public Debate
• Requires that:

• The fundamental questions raised by the developments of biology and 
medicine are subject of appropriate public discussion in the light, in 
particular, of relevant medical, social, economic, ethical and legal
implications

• The possible application of those developments is made subject to 
appropriate consultation



Convention on Human Rights and Biomedicine (1997)  
Article 28 – Public Debate

• To create greater public awareness
• To ascertain society ’s views with regard to problems which concerns its

members as a whole
• Choice of procedures remain opened
• Rôle of ethics committee underlined



25 years later

• Public debate / Public dialogue 

Integral part of new democratic governance frameworks



Why new governance frameworks are necessary

CoE Strategic Action Plan on Human Rights and Technologies in 
Biomedicine (2020-2025)

To optimise chances of stimulating innovation:

- contributing to human flourishing, and 
- minimising applications with negative consequences on individuals

and society.



Which governance framework?

• From managing the risk to managing the process

• To start with values to be protected – Human rights as governance tool
• Ensuring that human rights considerations taken into account from the 

earliest stage

• To steer innovation with social goods and values

• Anticipatory and responsible model of governance
• Public engagement

New 
models of 
governance



Public debate – Public dialogue

• Common understanding?
• Genuine deliberation of substantive issues ?

Guide to public debate
Key features and examples

• Need for ongoing dialogue between the public, scientists and policy makers so
that technological developments are robustly deliberated, democratic and 
legitimate

• Online seminar 2 March 2021: COVID-19 and public debate - Lessons learned and 
preparedness (coe.int)



www.coe.int/bioethics

Laurence.lwoff@coe.int



Involuntary psychiatric treatment of patients with 
mental disorders

29th Meeting of the National Ethics Councils (NEC) Forum 
12-13 May 2022, Paris, France

SESSION 3
ETHICS AND MENTAL HEALTH

Marjeta TERČELJ ZORMAN, Vice Chair of the Commission of the Republic of Slovenia for 
Medical Ethics, University Clinical Centre Ljubljana 

Maja RUS MAKOVEC, University Psychiatric Clinic Ljubljana & Medical faculty, University of 
Ljubljana, Slovenia



1426th meeting Committee on Bioethics (DH-BIO)

At the 1426th meeting DH-BIO on 15 February 2022, a draft Additional 

Protocol was written to the Convention on Human Rights and 

Biomedicine concerning the protection of human rights and the dignity 

of persons with regard to involuntary placement and involuntary 

treatment within mental healthcare services.



The Protocol pursues its objective in three ways

Firstly, by reaffirming the general rule of free and informed consent of the 
person concerned to any measure in mental healthcare, 

Secondly, by reinforcing the safeguards to ensure that involuntary measures 
are only used as a last resort,

Thirdly, by ensuring that persons subject to involuntary measures can 
effectively exercise their rights.



Involuntary psychiatric treatment of patients with mental 
disorders

It is well known that patients with severe mental disorders are 
treated differently in each European country.

There are no relevant clinical guidelines in this area. 

Why not?



Involuntary psychiatric treatment of patients with mental 
disorders

• Perhaps because of the different health and legal systems, the different cultural traditions 
associated with mental health. 

• Thus, when researching and introducing clinical guidelines, we are faced with 
incomparable data. 

• Health legislation is unrelated in most European countries. It is even more or less 
separate for physical-somatic and mental health in all countries, resulting in and 
maintaining a medically surviving dichotomy between physical and mental health. This 
situation leads to unequal treatment and discrimination of patients with mental disorders.
It deepens the stigma of patients with mental disturbances and psychiatry as a profession.



Involuntary psychiatric treatment of patients with mental 
disorders

• What does involuntary treatment in psychiatry mean as an ultima ratio measure that is 
necessary to protect human rights and dignity? 

• In which circumstances it does not constitute a prior violation of human rights?

• Whether and in what situation could be too narrow an interpretation of free will and rights in 
deciding on the compulsory treatment of mental disorders in Draft explanatory report to the 
Additional Protocol to the Convention on human rights and biomedicine concerning 
the protection of human rights and dignity of persons with regard to involuntary placement 
and involuntary treatment within mental health care services.



Criteria for involuntary placement and for 
involuntary treatment

• Is the principle that a sick person is dangerous for himself and his surroundings 
enough?

• We should think much well about the key role in the treatment of this disease, to stop 
it, to improve it, to slow down the course of the disease itself. Unjustified involuntary 
treatment is only one side of the violation of the dignity of the psychiatric patient, as 

the patient's untreated severe mental disorder mostly leads to the complete 
destruction of social life, which also results in the loss of his human dignity. 



Criteria for involuntary placement and for 
involuntary treatment

• Involuntary treatment of a patient with mental disorders at the beginning 
of this decision, doubts arise both in the patient‘s legal representative and 
the psychiatrist. 

• How to clarify doubts and maintain the personal integrity and dignity of 
the patient? 



Criteria for involuntary placement and for 
involuntary treatment

• Engaging in interfering with the rights of involuntary treatment of patients with mental 
disorders is only one side of the story. The other side, usually overlooked, is dealing 
with the issue of the rights of untreated patients with mental disorders.

• Namely, we find ourselves in a situation where the patient does not agree to the 
indicated treatment for some reason and therefore, we are not allowed by law to treat 
him without his consent. Due to the disease itself, such a patient with mental disorder 
also has a compromised ability to competently refuse treatment.



Criteria for involuntary placement and for involuntary 
treatment

Therefore, it is even more important 
to have constant dialogues 

on professional and ethical dilemmas 
with psychiatrists and with ethicists and other different professionals 

who decide on the involuntary treatment of such patient.



Two presenters? 

• Two perspectives in terms of Gregory Bateson’s aphorism that two eyes see 
better than one

• In our dialogue, we found that mental health professionals in discussions about 
the ethics of involuntary treatment usually try to convince other subjects that the 
psychiatrist's decision has a professional justification and is ethical in nature, as 
it should benefit the patient's health. 

• Often other subjects in the debate are not impressed by these explanations

• In interaction we have developed idea that psychiatry could be perceived as 
more trustworthy in ethical debate with more intense self-reflection on power 
and trust 



Two perspectives of mental health care

• Mental and substance use disorders as the 
leading cause of disability worldwide (Whiteford et al, Lancet 
2013)

• Worldwide “mental health treatment gap” 70% 
(Kohn et al, Bull World Health Organ 2004)

• Trials conducted in low- and middle-income 
countries have demonstrated effectiveness of 
both psychopharmacological treatment and 
evidence-based psychotherapies (Mehta et al, Br J Psychiatry 
2015)

ECNP/EBC Report 2011. The size and 
burden of mental disorders and other 
disorders of the brain in Europe 2010

It is ethically urgent to disminish the obstacles 
for mental health care by lowering the stigma 
and by increasing availability of treatment 
programs

1



Only minority of patients experience involuntary admission, 
however 

Legacy of institutional history of psychiatry contribute to negative perceptions: 
mental illness treated as a transgression - hospitalizations resembled prison 
stay (Daverio et al, Riv Psichiatr 2017)

Involuntary admissions are universal experiences in mental health services, but 
absence of systematic data in this area (Sashidharan et al, Epidemiology and Psychiatric Sciences 2019)

Differences related to legal aspects and not to clinical assessment and kind of 
treatment (Wasserman et al, European Psychiatry 2020)

2



Lack of the capacity to act autonomously due to metal disorder 
could be short-/transient or long-term

• Application of medical ethics to context of endangerment of own life or the lives of others, 
own health or the health of others or serious property damage to himself or others, due to 
mental disorder; threats cannot be prevented by other forms of assistance

• Lack of decision-making capacity is generally not a necessary criterion for involuntary 
psychiatric admission (Sjostrand et al, BMC medical Ethics 2015)

• Conditio sine qua non - the principle of legality as immanent part of ethics regarding 
involuntary admission

• Enactment of modern mental health legislation in all low- and middle-income countries 
essential goal (Hanlon et al, International Review of Psychiatry 2010)



Involuntary admission could be perceived as the opposite of the 
fundamental paradigm of clinical medicine ethics (Varkey, Med Princ Pract 2021)

Beneficence

Nonmaleficence

Autonomy

Justice



Ethical concerns beyond legal implications 

A space for different forms of knowledge? - Power dynamics privileges 
professional authority over that of lived experience (Molas, Dialogue 2016)

• The power asymmetries in mental health services are the reality
• If a space for different forms of knowledge has been created, than we can talk about an 

asymmetric reciprocity
• This kind of interaction overcome the potential toxicity of power privileges

Advocacy to promote different understandings of mental distress (UN Human Rights Council 2017)

• Advocacy is urgent and basic ethical protection for vulnerable and less powerful ones in 
asymmetric relations, but it is not neutral or self-reflective



Concerns regarding epistemic injustice in psychiatry: testifying 
& interpreting

Epistemic injustice is a harm done to a person by 

• undermining her capacity to engage in practices as giving knowledge to 
others 

• or making sense of one's experiences (Crichton et al, BJPsych Bulletin 2017)

»Ethically bad affective investment« (Fricker, Power and The Ethics of Knowing 2007)

• negative (often unconscious) stereotypes can be resistant to counter-evidence
• … despite best (conscious) intentions of physicians



Epistemic trust

Epistemic trust 
• in the authenticity and personal relevance of interpersonally transmitted knowledge (Fonagy, Campbell, Psychiatr Hung 

2017)

• allows the recipient of the information being conveyed to relax their epistemic vigilance
• this relaxation of epistemic vigilance allows us to accept that what we are being told matters to us

• More relaxed epistemic vigilance:
• Psychiatric professional knowledge regarding capacity to understand & ability to control one's behaviour

due to mental disorder could be accepted with greater trust?
• It could be accepted that autonomy can be restored by treatment? (Matthews, J Appl Philos 2000)



Co-construction of epistemic trust

• Ethical obligations for psychiatric profession: 
• changes in psychiatric training to emphase the psychological aspects of patient care to focus on the 

existential, ethical, and personal aspects
• to provide a respectful platform for personal testimony
• more intense research activity of involuntary interventions considering frequency & the controversial 

perceptions among patients, other professionals or wider public (Kallert, Current Opinion in Psychiatry 2008)

• WPA 2007 Thematic Conference Coercive treatment in psychiatry was an example of good practice in 
developing epistemic trust - there was participations of both users and professionals 

• Are there ethical obligations to promote epistemic trust for all other subjects in debate?



European Psychiatric Association EPA on compulsory 
admission

The Ethics Committee of EPA survey on involuntary admission procedures of patients with mental disorders in 
40 countries (Wasserman et al, European Psychiatry 2020)

Main issues: Legislation of involuntary admissions - Key actors in procedure - Most common reasons

• Medical model comprises a united view on the diagnostics and treatment 

• But it is difficult to regulate procedures for involuntary admission because legal aspects are rooted in 
national legislations 

• Collecting examples of good practices in EU: Committee on Bioethics’ Strategic Action Plan on Human Rights 
and Technologies in Biomedicine 2020-2025 (the Council of Europe) & the Ethics Committee of the EPA 

“People working in the field need to be constantly aware about ethical challenges” – how to do it in reality of every day
clinical practice?



An ethics of care that is informed by a practice of asymmetrical 
reciprocity

• To overcome worry that asymmetry is based on power positions and differences in epistemic 
privilege (Molas, Practical Ethics: Issues and Perspectives 2018)

• Training of self-reflexivity as an immanent part of ethical conduct in emergency psychiatry
• Often high-risk situations for all involved in an acute clinical situation: focus of staff training more on 

principles for managing violence & aggression and de-escalation (NICE Guideline NG10, 2015)

• The training of staff working in an urgent psychiatric context can be very distant from existential and 
narrative themes

• To change the culture of psychiatry - connecting training of emergency psychiatry with self-reflective issues

• Post-interventions of involuntary admission can open space for patients' narrative as part of clinical guidelines



Thank you for your attention


