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FRENCH ETHICAL LANDSCAPE

* CCNE for health and life sciences

* Regional Ethics Committees (ERER)

* Ethics committees of research agencies
(Inserm, CNRS, ...) Academy for Sciences,

Academy for Medicine.

e CPP : Ethics committees for clinical research
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2018 BIOETHICAL LAW’S REVIEWING TIMELINE

1st Semester 2018

Public debate

PARLIAMENTARY
CCNE DEBATE
New bill |
Opinion 129 NEW LAW
CCNE GOVERNMENT
September 2018

November 2018 1st trimester 2019
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Law on bioethics n°2011-814 of 7 July 2011
Article 46 :

Any planned reform on ethical problems and societal issues raised
by progress in the fields of biology, medicine and health must be
preceded by a public debate (Estates General).

These are organized on CCNE’s initiative.

Following the public debate, CCNE draws up a report to be
submitted to the Parliamentary Office for Scientific and
Technological Choice (OPECST)., which then makes its
assessment.

In the absence of any planned reform, CCNE is required to hold
Estates General on Bioethics at least once every five years.

www.etatsgenerauxdelabioethique.fr




Consultation report
« CCNE organizes the consultation Jan 2018 — May 2018

« CCNE defined nine themes for debate, not all the topics
will be covered in the upcoming law.

« A factual and impartial account of the opinions that had
been expressed by citizens

* Provides guidelines to the policy-makers:
government, parliamentarians and the state
bodies on bioethics.

www.etatsgenerauxdelabioethique.fr



A broad consultative process

 Hearings
 Meetings with
institutional ethics

committees

« Website
 Citizen committee
 Regional events

MAINLAND

Reaching out to individuals and organizations :
Citizens with and without internet access, students, healthcare

professionals, members of local ethics committees, societies and
associations
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Key players

CCNE Citizen committee
22 members reflecting the diversity of
French population
 Issued an independent, critical
assessment of the Estates
General.

Executive Committee * |ssued an opinion on end-of-life
and genomics

« Oversee and organize the
consultation

« Scientific committee

Louis Schweitzer, mediator
Former director of the French Equal Regional Ethics Committees ERER
Opportunities and Anti-Discrimination
Commission (HALDE)
« Responsible for receiving and
responding to complaints about
the consultation process.

(Espaces de réflexion éthique régionaux)

« ERER are independent
committees

* In charge of the regional events

BIO ?
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Timeline 2018

Oct-dec 2017 : project planning June, 4: submission of Estates
General report to Ministries for

January, 18 : press conference for Health and for Research, and to

the launch of the Bioethics Estates President and Vice-President of

General OPECST

February, 10-11 : June, 5 : press conference to present

first Citizen Committee meeting the report of the citizen consultation
to the public

February, 12 -> April, 30 : online
consultation

May, 23: last hearings September 25 : CCNE Opinion ‘

The bill will be presented to the Parliament mid-december.



9 themes
End-of-life

Reproduction & society

Artificial intelligence & robotization
Health & environment
Stem cells and embryo research
Genetic testing & genomic medicine
Organ donation & transplantion

Neuroscience
Health data

IEEREEEER

10t" theme raised by the participants : organization of healthcare,
the patient involvement in the healthcare system
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Regional debates

Diversified approach

A close collaboration » Lectures

between ERER &

» Group discussions
CCNE

 (Coffee-clubs, cine-clubs

271 events in * Focus groups...

mainland and | PR - _ :
overseas territories O e s Diverse audience

LES ENJEUX D'UNE MEDECINE POUR GUERIR
A UNE MEDECINE POUR PREDIRE

MERCREDI 21 MARS 2018 « General public

« Students (one third)
» Health professionnals
» Clerics

Over 21 000
participants

Each of the 271 events organized by the Regional Ethics Committees (ERER) was the
subject of a report to CCNE to serve as material for the consultation report

BIO ?
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CCNE Hearings

152 organizations representing millions of French citizens

1-hour, 4 CCNE members
per hearing.

88 associations
36 medical societies
16 institutions
9 faith communities
and philosophical groups
3 firms or corporate
unions

Most popular themes:

Procreation, End-of-life,
Genomics, organization of
healthcare.

Their contributions consisting in a few pages of text
outlining the points they would like to have modified in the
future law were systematically posted online.

BIO ?
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Website

>600,000 visitors, 183,498 single visitors
29,032 people wrote 64,985 contributions

Most popular themes :

1. Reproduction & society
(45% of total
contributions)
End-of-life (24%)

Stem cells and embryo
research (11%)

4. Genetic testing &
genomic medicine (5%) 345 contributions moderated

Participez en ligne

W N

_ The Mediator received 152 requests from
Led by an independant claimants during the consultation

service provider and11 letters of response were published.

BIO ?
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Citizen committee

* Led by an independant service provider
« 22 members reflecting the diversity of France
* Remained anonymous until the end of the

consultation

« Met over four weekends and heard some twenty experts.
 Asked CCNE representatives to respond to their queries regarding the
consultation procedures.

Submitted three opinions to the CCNE :
« citizen consultation process
 end-of-life

* genomics

ETATS GENERAUX 2018 www.etatsgenerauxdelabioethique.fr




Meetings with institutional ethics committees
and experts

November , 2017 — 1st national forum of ethics committees,
led by CCNE

* 15 institutional ethics committees (CNRS, INSERM, CEA, CNES...)
« Closing speech by Frédérique Vidal, Ministry of Research

« CCNE set up a temporary working group on Artificial
Intelligence for Health

 May, 2018: experts’ workshops on:
- genetic testing development, genomic medicine
- embryo and embryonic stem cell research
- heurosciences
« September 2018 : interviews with foreign NECs to get their

perspectives on the citizen consultation and the topics discussed
(Germany, UK, Switzerland, Japan, Mexico, Iran, Belgium...)



LESSONS LEARNED (1)

The outcome of this consultation is and constitues a
« collective property » shared with French society, the
scientific community and the CCNE itself

1. Public debate supported by a diversity of tools

- Plurality of expression do not provide a true
representation of public opinion

- Some difficulties with « so-called » societal issues

- Difficulties of including the more vulnerable
populations



LESSONS LEARNED (I1)

2. Points of convergence, divergence and tension

e Several major topics with few discussions : blood donation, addictions,
access to costly new drugs ...

* Interconnections between the themes : genomic, big date
-> Modification of the corpus of bioethics

* Queries and even disquiet seem to be emerging in France on the actual
concept of scientific and medical progress (and theirs actors)

* The essentiel need for public information

* Role and responsability of Research



LESSONS LEARNED (ll)

3. A new theme: what civil society expects
from the health care system and from
medicine ?

- Health care is not just technology

- A new medicine with Al, genomics : role and
place of the patients ?

- Access to health care is an essential right

- Economic considerations have a bioethic
counterpart



LESSONS LEARNED (IV)

4. Reaffirmation of ethical principles

-  Respect for each and every person’s liberty
and autonomy

- Social dimension of health, human relationship
+++

- Right to be different and protection of most
vulnerable citizens. Equality for access to

health care
This French version of bioethics is strongly rooted in France
culture, together with a health system based on solidarity.



CCNE Opinion n°129

« Considerations on the new bioethical law »

* A special opinion issued from anterior opinions and citizen
consultation.

* Dedicated to ministries, health and research
administrations, stakeholders, parlementarians

* 11 meetings of Plenary CCNE between june and september
2018.

* Four parts :

* What is new since 2011

* Ethical principles and ethics improvement
* Opinions on the 9 topics

* A vision for the future
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VOULONS-NOUS POUR DEMAIN

AVIS 129

CCNE OPINION
i SEPTEMBER 25. 2018

LA LOI DE BIOETHIQUE

Ge

COMITE CONSULTATIF NATIONAL D’ETHIQUE

BIO ?

ETHTQUE ETATS GENERAUX 2018 www.etatsgenerauxdelabioethique.fr




SEPTEMBER 25. 2018
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LE COMITE CONSULTATIF NATIONAL D’ETHIQUE

Président :
Honorary presidents:

5+1 appointed by the President of the
French Republic

(Jean-Francois Delfraissy)

Abdennour BIDAR

Cynthia FLEURY

Marion MULLER-COLARD

Dominique QUINIO

Frédéric WORMS

Secretary

Marie-Hélene MOUNEYRAT, G. Secretary
Marie-Christine SIMON, Head of Comm.
Louise BACQUET Johra FERRAH
Marc BONGIORNI Djamila RAHMANI
Maxime CHIAPPINIJ J-L. RENAUDON
Joseph EYRAUD

Jean-Francois DELFRAISSY
Jean Claude AMEISEN
Jean-Pierre CHANGEUX
Alain GRIMFELD

Didier SICARD

15 appointed by MoH
(Research)

Marc ABELES

Gilles ADDA

Mounira AMOR-GUERET
Régis AUBRY
Jean-Fran¢ois BACH
Fabienne BLAISE

Thomas BOURGERON
Marie-Germaine BOUSSER
Monique CANTO-SPERBER
Laure COULOMBEL
Claude DELPUECH
Pierre-Henri DUEE

Anne DURANDY-TORRE
Catherine PATRAT

Francis PUECH

19 appointed by MoH (bc of
their interest in Ethics)

Francois ANSERMET
Christiane BASSET
Alexandra BENACHI
Carine CAMBY

Yves CHARPENEL
Sophie CROZIER

Marc DELATTE

Pierre DELMAS-GOYON
Florence GRUAT
Claire HEDON
Corinne IMBERT
Florence JUSOT
Claude KIRCHNER
Karine LEFEUVRE
Martine LE FRIANT
Caroline MARTIN
Jean-Pierre MIGNARD
Lionel NACCACHE
Michel VAN-PRAET



