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Question to address

The question to address for the deliverable D8.2 was the following:

Deliverable 8.2_Question:

Detailed information on the safeguards in place to avoid psychological distress of
research participants (during focus group sessions, by videos about oncosexuality
planned in WP3, during other potentially traumatising or re-traumatising topics /
informations / sessions) and risks to children in relation to "online harm", as a deliverable
before the start of the relevant activities.

Linked with oncosexuality, we are addressing the following questions:
- Is there a risk of psychological distress or trauma?
- Can oncosexuality be a problem of ethics? In which ways?

- If yes, how can we minimize the risk?

This deliverable outlines the measures in place to address these concerns during the
project’'s co-construction phase, workshops, testimonials, and the use of the e-QuoL
application.

Methodology

We used the same methodology as for the deliverable 8.1.

An Ethics Challenge Reflection Group was formed to tackle the ethical considerations
related to oncosexuality within the e-QuoL project. This group includes survivors,
healthcare professionals (HCPs), legal experts, psychologists, and other stakeholders. The
group conducted discussions and consultations to gather diverse perspectives and
develop strategies to mitigate risks.
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Ethical considerations from the
participants

An initial discussion between survivors and professionals highlighted a difference in
perception around subjects relating to sexuality and gender. Below are some
considerations that have been discussed.

Access and Care Pathway: Doctors may find it difficult to discuss sexuality and
gender issues, especially if they lack solutions or proper referrals for patients. This can be
more of a taboo for doctors than for survivors.

Availability of Specialists: In some countries, survivors face a lack of sexologists and
other professionals who can assist them. For example, France has sexual health
professionals who can support survivors, whereas other countries might not have such
specific support available.

Time Constraints: Time is often too short during consultations to adequately address
sexual issues. Some survivors come with very specific questions that require more time
and a comfortable setting for discussion.

Appointment Delays: There can be long waiting times to get an appointment with
specialists like urologists or psychiatrists. Prioritization criteria for these appointments
need to be considered.

Regular Discussions: Should all survivors have a discussion about sexuality as they
grow up? Is this considered intrusive? It's important to ensure that such discussions are
handled sensitively and individually tailored to the need of the individual survivor, but not
avoided based on the hesitations or assumptions of the health care professional.
Discussing sexual health and sexuality with trained professionals is generally not
traumatic for survivors. Indeed, empirical research suggest that sexual health and
sexuality is one of the most commonly reported topics of information needs. If a survivor
does not want to talk about it, they will likely not feel pressured. If survivors express their
worries and potential sexual issues, the situation can be addressed. However, there is a
risk if there are not enough specialists available to support the needs of survivors.
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Distinguishing Issues: It's important to distinguish between functional sexual issues
and issues related to sexual satisfaction.

Evolving Patient Situations: Survivors often lack information about the late effects of
their condition, and their situations are always evolving.

Unmet Needs: This is an unmet need identified during the project construction phase
and supported by empirical data across multiple studies. It is important for the project to
address this.

Legal Considerations: Are there legal considerations when discussing sexual health with
minors? Each national legal regulation will be verified to avoid any potential risk if videos
or other materials to be used outside of legal regulations.

Inclusion: partners should be aware of different sexualities and take this into account to
ensure the inclusion of different sexualities and all patients in the discussion.

Risk of Stigmatization : For survivors participating in the creation of documents and
modules, we were thinking if a potential risk of stigmatization exists. Is there a risk of
stigmatization if patients explain their problems and fears? Does this risk vary depending
on who gives testimonies (general vs. intimate sharing)?

To cope with this situation, participants understanding of the implications of participating
in such videos/modules will be checked, explaining to them potential risks. Before the
videos are released, the permission to publish will be asked to the participants.

Suggestion and recommendations

Risk of Psychological Distress or Trauma

IDENTIFYING RISKS

e Sensitive Nature of Oncosexuality: Recognizing
that discussions around oncosexuality can evoke
strong emotions and may trigger past trauma or
psychological distress — but there is no evidence
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that this subject can evoke stronger emotions that
other ones.

Participant Backgrounds: Considering the diverse
backgrounds and experiences of participants, which
may influence their reaction to the topic.

SAFEGUARDS / CO-CREATION WORKSHOP

Pre-Session Information: Providing participants
with detailed information about the content and
objectives of sessions on oncosexuality to ensure
informed consent.

Voluntary Participation: Emphasizing that
participation is entirely voluntary, and participants
can withdraw at any time without any consequences.

Trained Facilitators: Sessions are led by facilitators
trained in handling sensitive topics and recognizing
signs of distress.

Immediate Support: Offering on-line psychological
support during and after sessions to assist
participants who experience distress with our expert
faicilitator, and then get help to identify appropriate
local support to contact if needed.

Debriefing Sessions if necessary: Conducting
debriefing sessions to help participants process their
experiences and emotions.

Post session review: offering the survivors to review
final video before they will be implemented in the
digital tool. We will collect their permission t publish,
and permission to withdraw their consent later on if
they change their mind.
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Ethical Concerns Related to Oncosexuality

POTENTIAL ETHICAL ISSUES

e Privacy and Confidentiality during co-creation
workshops: ensuring that discussions around sexual
health and experiences are kept confidential. In
addition, they won't be asked to share they own
experiences. They will be asked to talk on behalf of
“all survivors”, what they think is important for
survivors.

e Oral Informed Consent: Obtaining explicit consent
from participants for discussions on oncosexuality,
making sure they fully understand the nature of the
topic (NB: these oral informed consents will be
obtained for all topics, not only the one related to
oncosexuality).

e Cultural Sensitivity: Being aware of and respectful
towards cultural differences and norms regarding
sexual health.

MITIGATION STRATEGIES

e Ethical expertise for Facilitators: facilitators have
expertise on ethical considerations and cultural
sensitivity related to oncosexuality.

e Clear Communication: Establishing clear guidelines
for discussions to protect participants’ privacy and
dignity (nota bene this is not specific to
oncosexuality)

e Anonymous Participation: Allowing participants to
engage anonymously if they prefer (under the name
of an avatar), to reduce the pressure and fear of
exposure.
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Addressing Risks to Children in Relation to
"Online Harm"

DATA PROTECTION AND PRIVACY

e GDPR Compliance: Ensuring full compliance with the
General Data Protection Regulation (GDPR) to
protect personal data.

e Parental Consent: Obtaining parental consent for
the participation of minors and ensuring that parents
are fully informed about the nature of the online
activities.

Online Tool (Resilience app)

SAFE ONLINE ENVIRONMENT

e Secure Platforms (Resilience app): Using secrure,
adolescent-friendly online platforms with robust
safety features for all online activities.

CONTENT MODERATION

e Appropriate Content: Ensuring that all online
content is age-appropriate and free from harmful
material through co-construction workshops. This is
ensured through co-design workshop with end-
users.

e Content Review: if identified via collected
comments, any material that potentially pose a risk
to adolescent / young adult. could be removed

This is ensured by our method, and is not specific to
oncosexality : co-participation — test — adaptation if
necessary - and then translation/adaptation and
implementation into the app
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Care and pathway

The ethical reflection group agreed on the need to have trained professionals
addressing sexual health topic. We also acknowledge that questions about
sexuality after cancer are an unmet need expressed by survivors. Additionally, it
was highlighted that there is an inequity in access to these specialists. The e-
QuolL project aims to decrease this inequity by offering answers via a digital tool
thus bridging the gap in access to adapted contents.

The group is aware of the different ethical risks associated with discussing sexuality but
feels, based on the different consultations with survivors and what we know from
the literature on the topic. It would be unethical to avoid this subject entirely.
Consequently, we have all agreed to develop content while maintaining actions to
mitigate the ethical risks.

The key actions include:

o Ensuring that discussions and content creation are led by trained
professionals who can handle the subject with the necessary sensitivity and
expertise.

o Providing psychological support to participants involved in workshops and
testimonials to help them process their experiences.

o Implementing a thorough ethical review of all content related to sexuality to

ensure it is appropriate and sensitive to the needs of survivors.
By addressing these aspects, the e-QuoL project strives to provide comprehensive and
ethically sound support to survivors, considering diversity and inclusion neededs,
ensuring that their questions about sexuality are addressed in a safe and supportive
manner.

Actions to Mitigate Ethical Risks

o Dissemination of Findings: Sharing the conclusions of the ethical reflection
with all project partners to ensure awareness and understanding (this deliverable
and annexe 1as a summary)

o Plenary Presentations: Presenting recommendations in plenary sessions to
all partners, ensuring comprehensive dissemination and discussion.
o Ethical Reflection Group Support: Making the ethical reflection group

available to partners for consultation in case of any ethical issues or situations
arising during the project.
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Conclusion

The ethical reflection group concluded that addressing sexuality and oncosexuality within
the e-QuoL project is essential to meet the unmet needs expressed by cancer survivors.
Trained professionals are necessary to handle these discussions sensitively and
effectively. The group also recognized the inequity in access to sexual health specialists,
which the e-QuolL project aims to mitigate through its digital platform. Ensuring survivors
have access to appropriate contents (podcasts, documents, videos) that can address
their questions about sexuality is crucial. This need is central to providing comprehensive
care.

The discussion during the reflection groups highlighted that the ethical concerns were
more pronounced among healthcare providers than survivors, who generally express a
desire for more information and support.

The e-QuoL project is committed to maintaining the highest ethical standards and
protecting participants from psychological distress and online harm. By implementing
these detailed safeguards and continuously monitoring our practices, we aim to create a
safe and supportive environment for all participants, especially vulnerable groups and
minors. We will remain vigilant and responsive to any emerging ethical challenges,
ensuring the well-being and dignity of all involved.

We will also verify the legal framework before implementing the contents in the different
countries. The legal context is critical, especially in countries where discussing certain
topics with minors is restricted. Compliance with local laws and regulations is necessary
to ensure the project remains ethical and legally sound.

By addressing these aspects, the e-QuoL project commits to providing ethically sound
and supportive resources to survivors, ensuring their questions about sexuality are
addressed safely and respectfully. The ethical reflection group remains available to
support all partners in navigating these complex issues throughout the project's
implementation.
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Annexe 1— Summary : Ethical
Safeguards for Addressing
Oncosexuality in the e-QuoL Project

Co-Construction with Survivors

Workshops and Testimonials:

« Participant Training: Prepare survivors participating in workshops and
testimonials with training on how to share their experiences without causing
distress to themselves or others.

e Support Systems: Provide on-line support during and after workshops to
help participants process their experiences.

Inclusive Practices:

« Representation: Ensure the inclusion of different sexualities and diverse
experiences in discussions and materials to represent all survivors.

e Cultural Sensitivity: Be mindful of cultural differences and tailor
discussions to be respectful and inclusive of various backgrounds.

Application Development

Content Review:

« Ethical Review: All content, especially related to oncosexuality, will undergo
an ethical review to ensure it is appropriate and sensitive to the needs of
survivors.

« Age-Appropriate Material: Differentiate content based on age groups,
ensuring materials for minors are appropriate and comply with legal
regulations.

Privacy and Data Protection:

« GDPR Compliance: Ensure the application complies with GDPR and other
relevant data protection regulations.

« Confidentiality: Maintain strict confidentiality of user data, especially
concerning sensitive information related to sexual health.

Legal and Ethical Compliance

Legal Framework:
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e« Regulatory Compliance: Ensure all activities, including workshops,
testimonials, and application content, comply with relevant laws and
regulations.

« Informed Consent: Obtain informed consent from all participants, ensuring
they understand the scope and implications of their involvement.

Ethical Review Board:

« Ongoing Oversight: The Ethics Challenge Reflection Group will provide
ongoing oversight and be available to address any ethical issues that arise
during the project.

« Consultation Availability: The group will remain available to all project
partners to discuss and resolve ethical concerns as they emerge.
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