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Rationale for the deliverable

The e-QuolL project, initiated in January 2024, includes two specific work packages
addressing ethical considerations and requirements. WP6 was proposed by the
consortium, while WP8 was added by Horizon Europe to ensure that the e-QuolL
consortium meets high ethical standards, aligning with the expected quality of
implementation and deliverables.

Methodology of consultations

On May 17, 2024, the Ethics Challenge Reflection Group held a meeting to discuss initial
questions raised by Horizon Europe at the time of submission. The meeting included 18
participants with extensive practical ethics experience, including former patients from
associations and thematic experts (law, economics, psychology, etc.). Each participant
had previously expressed interest in the ethical questions related to the monitoring and
care of young cured patients, specifically regarding the tools supported by the e-QuoL
project.

Dr. Aurore Armand, a member director of EREPL (Espace de Reflexion Ethique Pays de la
Loire), chaired the meeting. The EREPL brings together various members from medical
and human sciences fields and maintains a documentation center.
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The questions were presented to the group, followed by a dynamic discussion. The
minutes of this consultation are available in a report shared with participants. The results
of the discussion are presented in this document.

Question to address

The question to address for the deliverable D8.1 was the following:

Deliverable 8.1_Question:

Given the inclusion of highly vulnerable individuals/groups and minors in the research, a
detailed description of the measures to protect them, prevent coercion and undue
inducement, exacerbation of their vulnerability, and minimise the risk of harm and/or
stigmatisation must be submitted as a deliverable before the start of the relevant
activities.

Risk of Stigmatization in the e-QuolL Project:
e Patients included in clinical studies
e Patients who will participate in creating/evaluating content
e Patients who will have access to the "lite" version

e |If there is a risk, how can it be minimized?
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Ethical considerations from the
participants

Visible Sequels:

e Survivors with visible sequels cannot hide their illness, which must be considered
in representation (note that not all survivors have visible sequels).

Contributions from patients / parents /
associations:

e Survivors are enthusiastic about participating and did not express concerns about
potential risks.

e Participation in such projects can boost self-esteem, provide a sense of
contributing to a larger cause, and promote self-empowerment, self-
empowerment through participation in videos can help survivors build their lives.

Contributions from Healthcare Professionals
(HCPs):

e Contributing to the future quality of life for survivors can be seen as an advantage.

e Participation in such projects can boost self-esteem, provide a sense of
contributing to a larger cause, and promote self-empowerment.

e Participants should be aware of the contents of videos, their visibility, the right to
be forgotten, and related risks (e.g., health insurance).

e HCPs testimony that from previous studies, survivors were enthusiastic about
participating and did not express concerns about potential risks.
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Contributions from other Academic
Participants:

e Legal frameworks vary across countries concerning health issues.

Ethical reflexion following these
statements

Vulnerability:

The ethical questions concerning participation in research or the use of tools revolve
around the concept of vulnerability. Survivors emphasize the importance of not being
stigmatized or viewed as fragile. They highlight resilience and strength as defining
characteristics. Nevertheless to limit this risk, we invite all researchers and professionals
to have these aspects in mind: vulnerability, autonomy, self-determination, and the ability
to make decisions.

The transition to adulthood and recovery stages must be considered.

For e-QuoL project, we invite the partners in charge of developing/adapting the digital
tools to question themselves about the risk of vulnerability and stigma to limit the risk —
and to take into account the right to forget the iliness; even if for survivors involved in the
cocreation of our project and present in the reflexion group, there is no perceived risk of
stigmatization.

Stigmatization:

Returning to normal life poses limits and challenges. Attention should be given to visible
and invisible late-effects. Participation in e-QuoL projects can improve self-esteem, give
meaning to the illness, and provide a sense of control. Ethical reflections will identify and
mitigate negative impacts while enhancing positive elements. Tools must ensure
favorable development and avoid new problems like stigma. For example, the right to be
forgotten must be balanced with security in care.
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Every part of the e-QuoL project follows the national and European regulatory. This will
decrease the risks of manipulation and data mis-use.

Freedom and Autonomy:

Information should be well presented to survivors to enable informed decisions. Survivors
should regain total freedom, and the past illness should not deprive them of all freedom.

New Technologies and Social Networks:

Data protection varies by country despite common GDPR regulations. Differences in
approaches can lead to inequities in access to care and tools or modules developed
within e-QuoL. The ethics think tank, including lawyers, economists, and sociologists, will
address these issues if necessary during the timeline of the project.

Consideration of social networks and produced videos/films is crucial.

Detailed reflexion

Vulnerability

The ethical questions concerning participation in research or the use of tools revolve
around the concept of vulnerability.

If sick people and minors are regularly considered by professionals or their loved ones as
vulnerable populations to be protected, another perspective can be taken. By
interviewing the survivors of the ethical reflection group, they emphasized the importance
of not being stigmatized and represented as fragile subjects. They highlighted resilience
and strength as defining characteristics.

In the care pathway, two developments coexist : from the status of sick person to that of
survivor and from the status of minor to that of adult. Two categories qualified as
vulnerable shift to categories without vulnerability criteria.

Does the status of recovered patient provide another identification that should be
categorized?
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Do survivors need protection?
And if so, what or whom should they be protected from?

In the construction and adaptation of the digital tools, we will inform the partners to
consider these reflections on vulnerability, stigma and therefore beyond that, the right to
forget the iliness; even if for the former patients represented in our reflection group, there
is no risk of stigmatisation as being a former patient, and a survivor.

Is it possible, important, or necessary to return to normal life? What are the limits and
challenges?

For former patients in the working group, special attention should be paid to the topic of
late-effects, whether visible or not. Indeed, the question could be around How sequels
characterise/represent survivors? Caregivers and family must be careful about survivors
who don’t have visible sequels (and therefore potentially not be considered as survivors)
and, on the contrary, how to help those who live with visible signs of the disease.

Participation in eQuol project can help improve self-esteem, give meaning to the illness,
and give the feeling of regaining control. Moreover, participation provides the added
benefit of meeting other survivors with whom they share similar life experiences with,
which can be helpful in creating a sense of a much-needed survivor community. It is
important to remain attentive to identifying the limits of the tools and not overinvesting in
them.

Ethical work and reflections will make it possible to identify and avoid negative impacts
and, at the same time, develop the positive elements provided by the tools.

The ethics think tank will have an important role to play in considerations around the risks
of manipulation and the use of the data collected.

For the tools proposed, care must be taken to ensure that they contribute to a favorable
development and are not a source of new problems such as the stigma mentioned above.
Example given of a right to be forgotten while maintaining security in care

A participatory approach and co-design with former patients will help reduce the risk of
stigmatization, by developing material and content perceived as relevant, accessible, and
useful by the end-users, not just by clinical experts. Involving survivors in the design and



e : QG 0 L #eQuolLproject

implementation of the project ensures that their perspectives and needs are adequately
addressed, fostering a sense of ownership and empowerment. This collaborative process
not only enhances the relevance and acceptance of the tools but also mitigates the risk
of misrepresentation and unintended harm.

We also asked these questions : Is there a risks for future employment or health insurance
after participating in a video? Is this important to take this risk? Is it possible to think of a
life without iliness while keeping track, for the collective, of this illness?

Freedom and Autonomy

If the information is well presented to survivors, is there no risk, and are survivors able to
make informed decisions? Can survivors regain total freedom? Does present or past
illness deprive individuals of all freedom?

Ensuring that survivors are provided with comprehensive and understandable information
is crucial for them to make informed decisions about their participation. Clear
communication about the potential risks and benefits allows survivors to exercise their
autonomy fully. While past or present illness may impose certain limitations, it should not
deprive individuals of their freedom to choose and self-determine.

Empowering survivors through informed consent processes respects their autonomy and
supports their ability to regain control over their lives. It is essential to create an
environment where survivors feel their choices are valued and respected, which can
contribute to their overall well-being and sense of empowerment.

New Technologies, Social Networks: Digital and
Confidentiality

Data protection may vary from one country to another, even if the whole is governed by
common regulations (e.g, GDPR). Certain differences may be noted, for example, on
information concerning gender, race, and other sensitive data. Beyond the regulatory
framework, variable approaches can lead to notable differences, creating potential
inequities in access to care and/or the tools developed within the framework of e-QuoL.

10
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The ethical think tank, integrating lawyers, economists, and sociologists, addresses these
issues from identification to resolution of potential conflicts. They work to ensure that
data protection practices are robust and harmonized as much as possible across
different regions.

e Dealing with social networks when videos or films have been produced poses
additional challenges. The ethical think tank must develop guidelines to manage
the dissemination of content on social media, ensuring the privacy and dignity of
participants are upheld. This includes:

e Establishing clear consent processes for the use of videos and films.

e Providing options for participants to withdraw consent if they change their minds
at any time

¢ Implementing strict data protection measures to prevent unauthorized access or
misuse of content.

e Educating participants on the potential risks of sharing personal experiences on
public platforms.

By addressing these aspects proactively, the e-QuoL project can mitigate risks related to
digital and social media, ensuring that the benefits of participation are maximized while
protecting the rights and privacy of all involved.

Conclusions

The e-QuolL project aims to support and empower childhood, adolescent and young
adulthood cancer survivors, and in this way focusing particularly on vulnerable groups and
minors. Through a comprehensive ethical reflection, we have identified key areas to
address in order to mitigate risks and enhance the positive impact of our initiatives.

Our discussions have emphasized the importance of recognizing the dynamic nature of
vulnerability and the need to support autonomy and self-determination. By focusing on
informed consent, transition stages, and the potential risks of stigmatization, we aim to
create a supportive environment that respects the dignity and freedom of survivors.

11
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We acknowledge the complexities introduced by new technologies and social networks,
particularly in terms of data protection and privacy. Our ethical think tank, comprising
experts from various fields, will continue to guide the project to ensure compliance with
regulatory frameworks and to address any emerging ethical challenges.

A participatory approach and co-design with survivors are central to our strategy,
ensuring that the tools and interventions we develop are relevant, effective, and
respectful of the experiences and needs of those we aim to support. By involving
survivors in the design and implementation process, we not only enhance the quality and
acceptance of our solutions but also reduce the risk of stigmatization and promote a
sense of ownership and empowerment.

Moving forward, we remain committed to maintaining high ethical standards, continuously
reflecting on and refining our practices to ensure that the e-QuoL project contributes
positively to the lives of survivors. We will monitor and evaluate our interventions,
adapting as necessary to meet the evolving needs of our target populations.

Actions to Mitigate Ethical Risks

To address the ethical risks highlighted by the European Commission, we have outlined
the following actions:

¢ Dissemination of Conclusions: We will ensure that these ethical conclusions and
recommendations are disseminated to all project partners. This will include the
distribution of detailed reports and summaries to ensure comprehensive
understanding.

e Plenary Session Presentation: We will present the ethical recommendations orally
during a plenary session with all project partners. This will facilitate open dialogue,
address any questions or concerns, and reinforce the importance of adhering to
these guidelines.

e Ethical Reflection Group Support: The ethical reflection group will remain available
to all partners for consultations. In case of any ethical dilemmas or situations
encountered during the project, partners can seek guidance and support from the
group to ensure ethical considerations are thoroughly addressed.

12
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Moving forward, we remain committed to maintaining high ethical standards, continuously
reflecting on and refining our practices to ensure that the e-QuoL project contributes
positively to the lives of survivors while safeguarding their rights and well-being. We will
monitor and evaluate our interventions, adapting as necessary to meet the evolving
needs of our target populations.

In conclusion, our ethical framework provides a solid foundation for the e-QuoL project,
guiding us in our mission to improve the quality of life for survivors while safeguarding
their rights and well-being. We look forward to the continued collaboration and
contributions from all stakeholders to achieve our shared goals.

Perspectives

For future discussions, each participant is invited to reflect on the ethical questions
encountered during their professional activities or medical follow-up linked with
survivorship. In parallel, the chairperson and the scientific coordinator have shortlisted
ethical themes. Participants are requested to rank their preferred topics in line with the
e-QuolL project objectives.

A dedicated French-speaking sub-group is also created to allow participants not fluent in
English to express their opinions and views. We invite every willing partner to create local
ethical groups to make our reflections more inclusive without the barrier of language. The
results of these discussions will be shared with all participants of the ethical reflection
group. It is anticipated that the work of the French sub-group will inform the reflections of
the ethics group as a whole. Regular subgroup meetings may be proposed based on
themes, countries, or cultures.

13
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The e-QuolL project, number 101136549, is funded by the European Union.
Views and opinions expressed are however those of the author(s) only and do
not necessarily reflect those of the European Union or Horizon Europe, granting
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