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Intergovernmental organisation

established in 1949
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European Convention on Human Rights
46 member states

Observers: Canada, Holy See, Japan, Mexico,
USA, (Israel, Australia)

Based in Strasbourg, France

* Role: strengthening human rights,
democracy and the rule of law

* Means: standards setting, monitoring,
cooperation activities
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46 MEMBER STATES

MAJOR ACHIEVEMENTS
More than 210 treaties, including on the following topics:

European Convention on Human Rights

Prevention ot torture

Social protection

Cybercrime

Human trafficking

Sexual exploitation of children

Violence agalinst women and domestic vioience

Human rights and biomedicine (1997)
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[0 The Framework Convention was unanimously adopted at the ministerial session of the Committee of

Ministers of the Council of Europe ON 17 May 2024.
a

It was opened for signature in Vilnius on 5
September 2024.

The Framework Convention has already
been signed by Andorra, Georgia, Iceland,
Liechtenstein, Montenegro, Norway, the
Republic of Moldova, San Marino,
Switzerland, Ukraine, the United Kingdom
as well as Canada, Japan, Israel, the United
States of America, Uruguay and the
European Union.
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Fundamental principles

*Human dignity and individual autonomy,

*Equality and non-discrimination

*Protection of privacy and personal data protection.
*Transparency and oversight

*Accountability and responsibility

*Safe innovation

*Reliability

*Risk and Impact Assessments actual potential impacts
*Assessments carried out iteratively
*Apply sufficient preventive and mitigation measures

*Possibility to introduce bans or moratoria (“red lines”).
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STEERING COMMITTEE FOR HUMAN RIGHTS
IN THE FIELDS OF BIOMEDICINE AND HEALTH (CDBIO)

European Conventio

on Human Rights
Oviedo Convention

EUROPEAN
SOCIAL CHARTER

Tomas Dolezal

Damaris Carnal
Chair of the CDBIO

Vice-Chair of the CDBIO
Ass. Prof. JUDr. Tomas Dolezal,
Ph.D., LL.M., is a leading legal
scholar in medical and civil law.
He is Head of the Department of
Civil Law and Head of the
Research Unit for Medical Law and Bioethics at the
REtEtcof St‘ate L. Seicnyol ‘Sciences ot t.he She is an experienced international lawyer with extensive
GzechiRepubliciand Ief:"rfz fffriff“fﬂtio_fy‘effél L multilateral negotiations experience and specific expertise

Damaris Carnal currently holds
the position of Deputy Head of
the European Union and
Neighboring States Unit within
the International Affairs Divisions
of the Federal Office of Public Health.
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BIOETHICAL DILEMMAS

* |sit possible to sell a human organ?

* Can an intervention be carried out on my body without my consent?

* What does equitable access to healthcare means in a situation of shortage of medical products?
* Can we use medically assisted procreation to select the sex of a future child?

* Can | refuse a treatment that could be lifesaving?

* Can anybody have access to my personal health related data?

* |sit acceptable to make vaccination mandatory?
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HUMAN RIGHTS AND HEALTH PROTECTION

Right to

- LIFE - to protect life by providing access to life-saving healthcare and responding to health
emergencies (Article 2, ECHR)

- PRIVACY — to protect personal data, including sensitive medical information, and privacy in
medical settings (Article 8, ECHR)

- PROTECTION OF HEALTH - to eliminate the causes of ill-health, provide health education, and
ensure accessible and effective healthcare (Article 11, ESC)

- EQUITABLE ACCESS TO HEALTHCARE - to access health without discrimination (Art 3, OVIEDO)
- INFORMED CONSENT - free and informed consent before medical intervention (Art 5, OVIEDO).
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REPORT - LOOKING FORWARD

REPORT

ON THE APPLICATION

OF ARTIFICIAL INTELLIGENCE

IN HEALTHCARE AND ITS IMPACT
ONTHE“PATIENT-DOCTOR" RELATIONSHIP

Al as a tool for patients - not a substitute for human professional contact
* Knowing when interacting with Al system, and how to consent
* More information, explanation and transparency vis-a-vis the patient than less

* Vigilance with patient data as it becomes more dynamic and complex
Critical thinking, expertise and discretion of health professionals should not be
underestimated - ‘human in the loop’
* Human cognition and empathy for communication, understanding and trust
* Education, training and empowerment of health professionals — ensuring their
place, purpose and accountability when adapting to Al systems
Transition towards a blended offer of healthcare

* Human rights safeguards — preserving well-being and protecting dignity
throughout a patient’s Al-enabled healthcare journey
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Al HEALTH AND THE ‘OVIEDO CONVENTION’

EQUITABLE
ACCESS TO
HEALTHCARE

PROFESSIONAL
STANDARDS

AUTONOMY

SELF-DETERMINAT
ION REGARDING
HEALTH DATA

Parties, taking into account, health needs and available
resources, shall take appropriate measures with a view to
providing, within their jurisdiction, equitable access to
healthcare of appropriate quality” (Art 3, Oviedo Convention)

“Any intervention in the health field, including research, must
be carried out in accordance with relevant professional
obligations and standards” (Art 4, Oviedo Convention)

“[A]ln intervention in the health field may only be carried out
after the person concerned has given free and informed
consent to it. This person shall beforehand be given
appropriate information as to the purpose and nature of the
intervention as well as on its consequences and risks. The
person concerned may freely withdraw consent at any time.”
(Art 5, Oviedo Convention)

“Everyone has the right to respect for private life in relation to
information about his or her health. Everyone is entitled to
know any information collected about her or his health (...)”
(Art 10, Oviedo Convention)

Q. Can Al applications be deployed to serve everyone in an
equitable manner?

Q. Is Al a gatekeeper to access?

Q. Will Al delay access to a health professional?

Q. What does effective and meaningful responsibility and
oversight of Al applications mean for health professionals?

Q. Standard of care with Al systems in the loop (liability, margin of
error etc)?

Q. Will Al applications empower and/or disempower the
participation of individuals in their healthcare journeys?

Q. What information and critical thinking do patients need?

Q. Should a patient be able to accept or refuse Al in their care or
treatment, and to this end seek a second opinion without the use
of an Al-system?

Q. What are the implications for medical confidentiality as Al
systems form part of the ‘patient-doctor’ relationship?

Q. How can patients be more altrusitic and hands-on in managing
their data used by Al systems?
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PROFESSIONAL STANDARDS AND REGULATORY OVERSIGHT

Professional autonomy
* Uncertain ‘human meaningful control’ of Al systems

* Respecting patient autonomy as a professional obligation

Safety, Quality and Efficacy

* Arguably, Al systems (their data and models) not empirically sound and robust, accurate, and
their results consistent and reproducible

Capacity building and standards and for procurement, deployment and post-monitoring
deployment (Huderia Academy)

* Bias in design, development and training of Al systems, with potential for discrimination
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Remedies, procedural rights and safeguards

1. Document usage and to make it available to affected persons,
2. Information should be sufficient to contest the decision(s)
3. Effective possibility to lodge a complaint to competent authorities.

4. Obligation to provide effective procedural guarantees, safeguards and rights

to affected persons

5. Provision of notice that one is interacting with an artificial intelligence system.
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Conference on Al healthcare and human rights

Supporting patients, enabling doctors, safeguarding the therapeutic relationship

21 May 2025 | Helsinki, Finland
The event is organised by the Ministry of Social Affairs and Health of Finland in cooperation with the Council of Europe

At

HTS
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With their increasing deployment in everyday treatment and care, it becomes ever most important to consider how best to
transition towards Al-enabled healthcare systems. Building on the report of the Council of Europe Steering Committee for
Human Rights in the fields of Biomedicine and Health (CDBIO) on the impact of Al on the “patient-doctor” relationship, the

.

purpose of the conference will be to discuss the human rights implications for patient autonomy, professional standards, AI H ea I th Ca re a n d H u m a n nght S

equitable access to healthcare, and private life and right to information. Su pporting Patients Enabling Doctors
Safeguarding the Therapeutic Relationship

CONFERENCE IN HELSINKI, FINLAND - 21 MAY 2025

Recording

We are really the last generation of doctors

OEREE S

o
Report on Al's impact on

Programme Speakers ‘patient-doctor” relationship
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https://player.vimeo.com/video/1089649716
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CONFERENCE ON Al HEALTHCARE AND HUMAN RIGHTS -

SUPPORTING PATIENTS, ENABLING DOCTORS, SAFEGUARDING
THE THERAPEUTIC RELATIONSHIP

Gleanings...

* Al is more than a tool
* Al explainability (intelligibility) is a red line and cannot be diluted
* What questions/critical thinking do patients need to embrace Al in their care?
* Bias concerns - metrics for Al determinations on access to healthcare?

* How and when should health professionals use Al systems (faced with lack of solid
evidence and generalizable knowledge from real world settings, etc)

. A(\j/oid iI(Ijusion of autonomy of health professionals, as Al systems are increasingly
adopte

* Beyond Al medical imaging - Al scribes, Al companions, youth mental health?
* Al as a starter for discussion (between patient and doctor)
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Thank you
Lee.hibbard@coe.int
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Steering Committee for Human Rights 1
in the fields of Biomedicine |
and Health (CDBIO) |

Artificial Intelligence - Human
Rights and Biomedicine

(coe.int)
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