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HELP Network Conference 2015
Interactions between legal and other professionals In
human rights training

* Need to provide legal professionals with general training in Human
Rights in Biomedicine

* Providing inter-professional trainings for a mixed audience of legal
and health professionals, where appropriate

« | wish to underline the need, for legal professionals, to be familiar not only with
the European Convention on Human Rights.... / am thinking namely to the Oviedo
Convention [Convention on Human rights and Biomedecine] »

Dean Spielmann, President of the ECHR, HELP network Conference 2015
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Key human rights

HELP Course: Key human rights o Sl
principles in Biomedicine

Increasing number of relevant cases before the ECtHR

International case-law

—> High level seminar on « International case law in in bioethics:

insight and foresight

bioethics:Insight and foresight », December 2016

» Responsibility of both legal and health professionals for the
implementation of human rights in biomedecine

_ Two target audiences
* Promoting interdisciplinary exchange

» Core principles to be further developed at a later stage
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HELP Course: Key human rights principles
In Bilomedicine

principles in
biomedicine

y Human Rights
/ Law [

- Finalised in June 2018

- Working group

- Prof. Jean-René Binet, Rennes Faculty of Law, Director of
Ecole doctorale SHOS

- Prof; Fabio Macioce, Universita di Roma LUMSA

- lvana Roagna, attorney at law, senior training specialist

- Dr Ronals Rozkalns, attorney at law and medical doctor

With the support of lan Culkin, e-learning designer

- Secretariat support: HELP Unit and Bioethics Unit
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HELP Course: Key human rights
principles in Biomedicine

Council of Europe European Union United Nations

Oviedo EU Directives and International
ECHR ) _ )
Convention Regulations Conventions

Legal framework covered: « 8 substantive modules

- CoE (Oviedo + Protocols; ECtHR) +« Knowledge checks after each

module
- UN
« Additional materials available
- EU In the links

« Glossary — accessible
throughout the entire courses
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Substantive modules

Y

Introduction: Definitions, international legal sources, principles
Free and informed consent
Medical Confidentiality

Y VYV

Transplantation of Human Organs and Tissues
Genetic Testing

Biomedical Research

Protection of the Embryo and Procreation

End of Life

YV VV YV V
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Video presentation - Judge Angelika NuBberger

Introduction

Learning objectives
1.

Welcome to the first substantive module of this Course on Bioethics! By the end of this session
Introduction will be able to:

-—— -~ —

* recognise the multiple ethical issues that arise in medicine, health and
biotechnology;

+ define the notions of humanrights, bioethics and biomedicine and of the main
conceptsneeded to explore the Course further;

Rights (ECHR) and of other international human rights instruments;

* appraise the judicial interpretation of humanrights applied to bioethical issues;

« illustrate the scope of application of the Oviedo Convention and recall the main
rights and principlesit enshrines.

* describe the relevance to bioethics of the European Convention on Human @
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Free and informed consent
‘

Learning objectives

What is free and Welcome to the second substantive module of this Course on Bioethics! By the end of this session
informed consent you will be able to:

* define free and informed consent and identify its components

* Internalise the legal and human rights principles applicable to it; @

* Discussthe application of the process of informed consent to personsnot able
to consent and in emergency situations;

Elements of i

* Assessthe responsibilities of health professionalsin the process of informed
consent.;

explore the key definitions, the
I

Within this module you will have the p
i nd the lated to bioethics.

legal
a topic from the menu below to con

~ Ability to
make
ecisions

Freedom !
of
onsent &




**

G/ Council of Europe Key human rights principles

Conseil de I'Europe in biomedicine

www.coe.int

Medical confidentiality and protection of
health data

Learning objectives

M Ed |Ca| Welcome to the fifth substantive module of thisCourse on Bioethics! By the end of this session you

Confidentiality < | | villbeableto:

and PI’OteCtlon Of A NN e Describe why medical confidentiality and protection of health related data
Health Data NV are important;

e List key principles of data protection law applied to the biomedical field;

o Differentiate situations where confidentiality isinterfered with and assess
the compliance of such situations with legal obligations;

o lllustrate the boundaries within which processing of medical data is allowed.

OO0V

Click next

to continue \
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Transplantation of human organs
and tissues

Review some of the main definitions relating to this topic below.

Review and then click ‘Next’ to continue.

T
Transplantation: the complete process of removal of an
organ ortissue from one personand implantation of

that organ or tissue into anotherperson, including all
procedures for preparation, preservation and storage.

Recipient

Case law of the ECtHR

: rr— ; : T Legal Framework
Generally speaking, the deceased’s family or close relatives are informed of orinvolved in the

decision. The requirement here is connected with the need forrespect for private and family life.
This matter has beenthe subject of several decisions of the European Court of Human Rights. You
can explore two key examples by selecting the headers below.

The regulatory framework for health related data processing is composed by legal instruments
developed by the CoE and the EU.

=11y gy pp———— - - — - > ——

7% .
Petrova v. Latvia Elberte v. Latvia More information = COUNCIL OF EUROPE TN
= 2SN
\’m‘»")}f Y
NSPP

World_Hea_Ith

CONSEIL DE EEUROPE EUROPEAN UNION Organization

ECHR Guiding Principles
5 - e
Oviedo Convention %
Anti-trafficking fiiher
Convention
Non Binding
Principles

Dongr
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G ic tests and personal data

Genetic testing

Genetic tests: different types

[+ 1] 00:08/ 04:54
Genetic tests are of different types, and they are aimed at different

2 9 Mark Bale, former Chair of the Council of Europe Committee on Bioethics, talks about the
purposes, Click on the buttons to explore the differences between ot e G Pl S Deroml

them. " = " health-related data forinsurance purposes, including data resulting from genatic tests.
-—— ____ Learning Objectives -
I' . . Diagnostic genetic testsare intended to diagnosea
Diagnostic enetic disorder in a person who already has - : - - : 2 =
4 gmeg.;m,(s ) f;n'l;omf (L DR Pt WD SHsacY, Welcome to the third substantive module of this course on Bioethics! By the end of this sessionyou
’ :
\ \ will be able to:
Ko | I The results of this test may help to make choices )
about how to treat or manage health problems ¢ -— - -
They may also help solve the problem of /
Predictive diagnostic uncertainty, enabling individuals at least / - . . . 2
genetic tests to know from what disorder they are suffering list the different types of genetic tests;

Carrier 4

gt ) e identify the general principlesand humanrights obligations applicable to
Pharmaco- genetic testing;
genomic tests

e appraise the judicial interpretation of such obligations by the ECtHR;

e applythe rulesconnected to the detention and processing of genetic
samplesand data, including forinsurance purposes, in your daily work.

Click next

to continue \

11
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Biomedical research

Biomedical research: legal principles

Legal principles affirm the need to respect and protect human dignity and the principle of primacy
ofthe human being (if you do not remember what these principles are about, you can review them
inthe Module 1 - Introduction.)

What is biomedical research?

Inaccordance with these aims, even if the freedom of research is of utmost importance, the
interests and welfare of the human being participating in research must always prevail overthe

Biomedical research is the systematic attempt to sole interest of science and society.

develop new knowledge inthe fields of medicine and
biology, also through the involvement of patients or

other, healthy people. Have alook at the principles by selecting the arrow and then click ‘Next’ to continue.

Forthe purpose of this course, it covers all areas of
research involving interventions on human beings in
the field of biomedicine, which may also be carried
out by biologists and other professionals such as
psychologists.

/

These principles require that:

We'll have a look at the legal principles that
underpin research next.

biomedical research shall never be carried out contrary to human dignity;

the protection of the human being must always be of paramount concern;

e wherethereisa conflict, the interests and welfare of the people participating in research
prevail overthe interest of society orscience;

e every person hasa right to accept or refuse to participate in biomedical research and no one
shall be forced to do it; and

e particularprotection shall be givento human beings vulnerable in the context of biomedical

research.

. . . »
Consent: specific situations ] =23 N,

The Protocol also addresses the issues arising from biomedical research in specific situations. If you
want to explore these rules, click on the buttons below.

A vy i
~
2y Al
Click*Next’ to continue

r——— ——————— - —
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Protection of the Embryo and Procreation

Beginning of life and beginning of rights

In the case of Vo v. France mentioned above, the ECtHR considered that
it was “neither desirable, nor even p055|b|e as matters stand, to answer
inthe abstract the question wheth
the purposes of Article 2 of the Con
text).”

In its subsequent case-law, the Cou
ECtHR does not determine whethe
therighttolife, the ECtHR affirms
certain degree of respect which wg

Thusin a judgment of 2015, in whid
prohibition to donate herembryos

property protected by Article 1 of | . )
ECtHR stated that “humanembry¢  Medically Assisted Pre-Natal

"possessions” within the meaning ¢ Procreation Diag nosis

Surrogacy

In the same case, the ECtHR acknowledged that “the “protection of the
embryo’s potential forlife” may be linked to the aim of protecting
moralsand therights and freedoms of others” and canthusjustify a
prohibition on donating human embryos for research.

Click*Next’ to continue. 13
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This f12.Ch d.a0d Others v, the United. concemed
Charlie Gard, a baby suffering from a rare and fatal genetic disease

End of life

open click 'Next'

v -
red
e Und

Ki 3ngdo™

AN v-’f
w rd
Legal instruments cnanen S &
Evenif end-of-life situations are not expressly reqgulated in international legal instruments, a number
of principles and norms are relevant inthose cases

Binding Instruments Non-binding Instruments

Oviedo Recommendations of the
Committee of Ministers of the
Council of Europe

European Convention on
Human Rights Convention

End of life: Introduction

Progressin the health field and advances in medicine - particularly
developments in medical technology — enable life to be prolonged
and increase prospects of survival. By turing what used to be
regarded asacute or rapid progression illnesses into chronic or slow
progression illnesses, they give rise to complex situations and are
unquestionably rekindling the debate onthe end of life and the
framework in which decisions are taken on medical treatment in
end-of-life situations. Click ‘Next’ to continue.

14
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Next steps

»> 2018:

» Free availablility as an online-learning tool on the HELP
platform http://help.elearning.ext.coe.int/

» Launching in Belarus (Belarus Action Plan)

» Expression of interest by national institutions: Russian authorities,
Armenia, Moldova, Romania, Italy,...

» Budget: voluntary contribution, including in kind

» Contact with training institutions in the health field

» Future: Development of course on specific topics "


http://help.elearning.ext.coe.int/
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Laurence.Lwoff@coe.int
Katrin.uerpmann@coe.int

WwWW.coe.int/bioethics

https://www.coe.int/en/web/help/
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