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WPG6 - Task 6.1: Applying genome information in health care: a
paradigm shift in healthcare

Scope: Develop practical guidance for Member States on:

1) organizing the societal debate on ethical, legal and
privacy issues on the use of genome information in
healthcare
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* Support

* No genomics without data sharing

« Value laden
» Genetics, medical research, privacy, ... - ELSI

- Good governance
» Taking the perspective of citizens into account

»Many guestions, no easy solution

Co-funded by
the Health Programme
of the European Union
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Dealing with difficult problems

PAAC

INNOVATIVE PARTNERSHIP
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The use of genomic information in S banc
healthcare as a wicked problem Y R esivsr o
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Characteristics of a wicked problem PAAC ks

FOR ACTION AGAINST CANCER

» Wicked problems are also characterized
by the following:

* The solution depends on how the
problem is framed and vice versa (i.e., the
problem definition depends on the
solution)

» Stakeholders have radically different world
views and different frames for

W IC ke d understanding the problem.
* The constraints that the problem is
Problems

subject to and the resources needed to
solve it change over time.

A
* The problem is never solved definitively.

No clear solution

Co-funded by
the Health Programme
of the European Union
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Wicked problems and societal debate PAAC
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Dealing with wicked problems:

* Authoritative

« Competitive

e Collaborative
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OVERVIEW OF INTERNATIONAL

PAAC
INITIATIVES T e e
* O initiatives (USA, UK, Europe)
* General trends:
. . 8/9 supported by governmental organisation, 5/9
aim to influence policy makers
. towards issues of genomics
» Educate/ the public = in-depth debate
» Engage the public with (for example: deliberation, vote,

mock jury trail, report and recommendations to policy makers)
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GENOMICS ENGLAND
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100 000 Genomes Project (2013)

Methods:

Patient and public involvement:
* PPl Network
« Patient representation
* Public events and debates

National participants panel

The 100,000 Genomes Project in numbers
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100,000 genomes

70,000 patients and family

members

21 Petabytes of data.
1 Petabyte of music would take 2,000
years to play on an MP3 player.

13 Genomic Medicine Centres, and

85 NHS Trusts within them are
involved in recruiting participants

1,500 nHs staff

(doctors, nurses, pathologists,
laboratory staff, genetic counsellors)

2,500 researchers and trainees
from around the world
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* Goal : ethical framework - recommendations for regulations and codes
of conduct

|
o enna
* Citizen panels
* Surveys

* Expert interviews
« Workshops and conferences with stakeholders
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EFFECTS OF PUBLIC DEBATE e

FOR ACTION AGAINST CANCER

* Genome Diner (2012, funded by NIH)

. guestions
. debate
. conclusion

 Effects on experts
* Recognize the importance of engaging the public in genomics research
« Understand the knowledge, perceptions and concerns of the public about genomics research
» Enhance their capacity to answer public concerns and questions

-> Public’s trust in genomics research increases

Co-funded by
the Health Programme
of the European Union
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Table 4  Effect of democratic deliberation on attitudes toward policies for secondary findings, n = 64*

Baseline (Survey 1) Post-DD session Follow-up (Survey 3)
(Survey 2)

Proposed Policy Overall Default Choice Overall Default Choice Overall Default Choice

Medically actionable Patients are given medically actionable
results that are not related to the reason for the sequencing.
Patients have a choice: They can ask to NOT be given these

results.
YoAgree 89.1 81.3 87.5 859 89.1 95.3 03.8 80.1 87.5
%Disagree 9.4 17.2 10.9 125 10.9 4.7 6.3 94 94

Adult-onset conditions Children and their parents are not given
results for adult-onset conditions that are not related to the
reason for the sequencing. Children and their parents have no
choice: They will not be given these results even if they want

them.
%Agree 94 203 7.8 43.8  500° 31.3° 234 39.1° 250
% Disagree 87.5 766 89.1 547° 500° 688 734 578 672

Carrier status Patients are not given carrier status results that
are not related to the reason for the sequencing. Patients have
no choice: They will not be given these results even if they

want them.
%Agree 4.7 14.1 4.7 219 313 156 7.8 23.4 6.3
%Disagree 98.4 84.4 93.8 75.0° 688 844 906 73.4 90.6  Gornick, et al. “Effect of Public

Deliberation on Attitudes
*P<0.01; The p value is based on related samples Cochran’s Q test, compared to baseline (Survey 1) response, adjusted for multiple comparison. Not all toward Return of Secondary
participants answered the question Results in Genomic

b P <0.05; The p value is based onrelated samples Cochran’s Q test, compared to baseline (Survey 1) response, adjusted for multiple comparison. Not all Sequencing” (2014-2015,
participants answered the question USA).
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Do Parents Have an Obligation to Genetically Enhance Their Babies? ’ Sign up

Strongly agreed. |
think this is pretty close to
being done

mmm (320)

apart from the ones
where I've mentioned you the
issues in here are resolved |

think.

If the practice of parents altering their babies' apparent race to avoid discrimination and improve
their chances of success becomes widespread, this will threaten the existence of marginalized
ethnic groups.

Pros u Cons u

§' “h Still needs a far better topic
info
-

mmm (320) -

Boris (981)

Marginalized ethnic communites are not defined by their
physical characteristics but instead by shared cultural values,
familial ties, and shared histories.

yes, Just a draft. Not sure who
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the Health Programme
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MiJN DNA

EEN ZAAK VAN IEDEREEN?

mMoNn ADN

TOUS CONCERNES ?

P A e et e e —

Al aeem s s e LAWY
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CURRENT INITIATIVES e

FOR ACTION AGAINST CANCER

* Focus group study
* Involving patients in implementation of genomics in the clinic

» Citizens forum
« Gaining insight in citizens’ perspectives on ELSI regarding genomics

Co-funded by
the Health Programme
of the European Union
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FOCUS GROUPS e —

FOR ACTION AGAINST CANCER

« 56 cancer patients were recruited to participate in 1+10 focus groups (2 -
8 participants per group)

* Participants were shown an informational video about NGS
* (Youtube: ‘Belgian Cancer Center’ for Dutch and French version)

e
Y o0e

« Participants were asked to formulate an opinion on 8 theses about
genomics
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FOCUS GROUP DISCUSSION e —

FOR ACTION AGAINST CANCER

8 theses

Preconceptions (doubts, expectations)
Role of health care professionals
Right (not) to know?

Information sharing

Incidental findings
Comprehensiveness of NGS testing
Relevance for family members

Future of genomics
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FOCUS GROUPS: GOAL e —

FOR ACTION AGAINST CANCER

The goal of the focus groups is to draft ‘informed’ informed consent
guidelines, based on the experiences and opinions of patients.

- Balancing data from focus groups, international guidelines and legal and
normative arguments
 Stakeholder working group
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CITIZENS FORUM e

FOR ACTION AGAINST CANCER

With King Baudoin Foundation
* Internationally validated method: wicked societal problems

» 32 informed citizens share their views
- Dialogue, no need for consensus
« Help from a support team
* Information provided by experts
« Working towards balanced policy recommendations

First iPAAC Stakeholder Forum, Brussels, 20 September 2018 o e T sgramme
of the European Union



CITIZENS FORUM e

FOR ACTION AGAINST CANCER

ISSUE FRAMING WORKSHOP (23/02/2018): EXPERTS

The use of glenome Information in health care: identifying and discussing the
ethical, legal and societal issues

INFORMATION BROCHURE (28/06/2018): CITIZENS
THREE WEEKENDS (September — December 2018): CITIZENS
FIRST REPORT -> STAKEHOLDER WORKSHOP (February 2019)

SECOND REPORT -> SYMPOSIUM (End of 2019)
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The use of genome
information in health care:
ethical, legal and societal
1ssues

Report of the Issue framing workshop

Brussels, 23 February 2018

King Baudouin s
‘B Foundation &sciensano

Working together for a better society

GENOMIC MEDECINE

PATIENT CARE (vest on tndicacion)

NEWBORN SCREENING (bealprick)

https://www.kbs-frb.be/en/Activities/Publications/2018/20180712PP
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INFORMATION BROCHURE oty iPAAC
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MiJN DNA mMoNn ADN

TOUS CONCERNES ?

EEN ZAAK VAN IEDEREEN?

P A e et e e —

Al aeem s s e LAWY

https://www.kbs-frb.be/fr/Activities/Publications/2018/20180704PP
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coggle

made for free at coggle. it

Quelles sont les informations réellement détectable dans le
génome?

A quel point ces test sont-ils fiables?

Hoe zit het met terugbetaling/kosten?
Tests

(techniques,
contenu)

Waarom wordt alleen de mama getest?

Interpretatie van de cijfers? Hoe vertalen?

Est-ce que le stockage des données ADN d'une personne
cancéreuse peut sauver les membres de sa famille? Cela
peut-il démontrer 'héridité du cancer?

Lifestyle tests? Wat? Hoe meten? Hoezeer reeds bewezen?
Hoe gaat mijn DAN mij helpen?

In hoeverre wordt vrije keuze aanvaard? Welke andere ziekten kun je zien met dit onderzoek?

In hoeverre (en door wie) kan het verplicht worden + naar

handelen? Zijn fouten gelijk aan fouten of varianten?

Het recht om een test te weigeren

Mensen hebben het recht om bewuste keuzes te maken
Ikzelf

Comment vivre sans savoir si je sais que je peux savoir?

Acceptation & regards des autres / jugement (mode) P liike of
ersoonlijke o

maatschappelijke
keuze

Right to (not) know
Dans quels cas on doit impérativement faire le dépistage

} Mijn kinderen
(mariage interfamilial, déja dans la famille, ...)

> Cadre legal

Conviction sur base du vécu => informer, transparence,
prévention

Mensen moeten hun levensweg kunnen veranderen

Charte de confidentialité entre le patient en son médecin pour
divulguer résultats "secondaires”. = contrat établi au préalable

‘Wat met mensen die ervoor kiezen om een kind met (zware)
tekortkomingen wel geboren te laten worden

Jusqu'oll laisser nos enfants choisir sans pour autant les mettre
en danger ou les |éser?

Heeft iedereen het recht om geboren te worden?

Moeten die testen niet verboden worden (vanuit recht om
geboren te worden)

Het recht van elke ouder om de testen uit te voeren
Quelles décisions a prendre (pas d'enfants - divorce)

Choix aux parents d'avoir la possibilité d'avoir I'enfant oo

Voorzichtigheidsbeginsel: hoe een veilige omgeving
garanderen?

Quelle est |a situation l€gale actuelle et dans d'autres pays?

Op welk niveau wordt het wettelijk kader vastgelegd?

Quelle place pour 'état? Quelle régulation? Quelle marge de
manoeuvre? Imposer?

Quelle legislation applicable?

Geestelijke gezondheidszorg

La nécessité de faire le test de dépistage dans certains cas,
v I, par exemple la présence de certaines maladies heriditaires
oorwie dans la famille

Het dient voor iedereen toegankelijk en laag drempelig te zijn

Quelles solutions/possibilités/remédes est-ce que 'analyse
du génome apporte? Point de vue soin, vaccin, ...

Wat zijn mogelijkheden indien er indicaties zijn in de
resultaten van de screening?

De keuze is persoonlijk maar mogelijk voor iedereen

Dans les cas extémes/graves = peut-on outrepasser la
charte? ou dans le cas ou le patient n'est plus en état de s'en

soucier?
Bekwaamheid? Ondersteuningsnetwerk? Sociaal sterk/druk?

Wat daarna? - . - I
Wat zijn mogelijkheden indien er indicaties zijn in resultaten

van de screening?
Wat te doen bij negatieve informatie?

Eigenaarschap La connaissance de I'ADN donne accés a quelles
connaissances sur les maladies? (diabetes, heriditaire)

van mijn DNA

Recht om vergeten te worden

ICT & Blockchain

Une base de données est indispensable. Stat : base de
données large. Prévention ...

Bonne idée que les données ADN soient stockées pour le

traitement du canceer

Base de données

Comment le politique peut-il protéger les donnéesicitoyens des
sociétés privées (assurance, ...)?

Aspect juridique si transmission des données non autorisée au
préalable?

Invioed van databanktechnologie

Si les données ADN tombent entre "des mauvaises mains”, cela
peut avoir des conséquences négatives (recherche emploi, achat
maison, souscription assurance, ...)

Mogen private bedrijven talent analyses maken?

Is het gebruik van Genoominformatie toegestaan bij crimineel
onderzoek?

Relatie ——
Utilisation o . . - .
Patient - Quid réultats des informations? ==> pour la science, les études,
" R . la recherche, statistiques ... cachés ou divulgués
arts Protection des données

Aucune organisation publique ou privée ne doit accéder a ces
résultats

Quel cadre Iégal régule les companies privées manipulant notre
ADN

Intérét commun = partage avec justice MAIS intérét privé =
cadrer ce partage

Schakel nodlig tussen
dokter/onderzoeker en p|

Privacy
Protection des données - qui & acces? & quoi? a quand?
Een persoonlijkheid wordt door meer dan alleen DNA betaald

Société parfaite

Morele vraagstuk
Ne pas sacrifier sa liberté contre de la sécurité

n mensen voldoende inschatten wat bepaalde

rtkomingen"” juist betekenen? Le résultat de ces test limiterait/fausserait nos choix et notre

liberte de choix
Mogten wij het hebben meegemaakt om er over te kunnen Bezorgdheid over de evoluite vd maatschappij "ubermensch”
praten?

Comment le médecin peut en parler? Quel langage? Rejet de la difference

Quels sont les éléments externes qui peuvent influence Hoe beinvloedt techniek ons wereldbeeld?

I'ADN

Welke taal gebruiken we? DNA is meer dan gezondheid. Wat met andere thema's?

Relations artificielles (amour?) - mariage arrange par la DNA
Grenzen aan het morele vraagstuk (enhancement)

Relatie tussen DNA en complete mens (emoties, relaties)

Lien entre sujet ou manipulation génétique?
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QUESTIONS?
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THANK YQOU!
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