e-QuolL project n°101136549

DELIVERABLE

D8.5 - OEIl - Requirement n°1

Deliverable number D8.5
Deliverable name OEIl - Requirement no. 1
Work Package WP8
Lead partner 1 - HUGO
Contributing partners Ethics Advisory Board

Deadline 31/01/2024

Dissemination level SEN
Date 17/04/2024

Funded by
the European Union

Project funded by

0 Schweizerische Eidgenossenschaft Federal Department of Economic Affairs,

Confédération suisse Education and Research EAER
Confederazione Svizzera State Secretariat for Education,
Confederaziun svizra Research and Innovation SERI

Swiss Confederation

e-Quol project n°101136549 - D8.5 - OEIl - page 1




e-QuoL project n°101136549

Deliverable reference

Project acronym e-Quol
Programme Horizon Europe
Grand Agreement | 101136549
number
Project Coordinator Name | BEAUCHESNE E-mail marion.beauchesne@chu-
Marion angers.fr
Phone +33 6597342 95
Project Manager Name | GERFAULT E-mail benoit.gerfault@chu-
Benoit angers.fr
Phone +33 67021 01 30

Deliverable name

OEIl - Requirement No. 5

Deliverable number D8.5

Deliverable version 1.0

Deliverable nature ETHICS

Dissemination level SENSITIVE

Due date 2024 - 01 - 31

Delivery date 17/04/2024

Keywords Ethics, ethical assessment, ethical risks

Document updates

Version | Date Description Authors Checked by
(dd/mm/yyyy)
1 17/04/2024 First draft ARMAND Aurore All members of IEAB & EAB

BOUTON Didier

CAMUS Marine
DEMOOR-GOLDSCHMIDT
Charlotte

GERFAULT Benoit
ROGANOVIC Jelena

BEAUCHESNE Marion

2 31/05/2024

Replacement of AP-HP
by  UMC-Mainz  as
partner in charge of
“data collection
monitoring”

BEAUCHESNE Marion

Final version

“The e-QuoL 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 authority. Neither the European Union nor the granting authority can be held responsible for them.”

e-Quol project n°101136549 - D8.5 - OEIl - page 2



mailto:marion.beauchesne@chu-angers.fr
mailto:marion.beauchesne@chu-angers.fr
mailto:benoit.gerfault@chu-angers.fr
mailto:benoit.gerfault@chu-angers.fr

e-QuoL project n°101136549

Project information

Project summary

Cancer affects 35,000 children, adolescents and young adults (CAYAC) in Europe each year. Current 5-
year survival rates are 80%, but the intensive oncological treatments leave CAYAC Survivors (CAYACS) at
increased risk of cancer or treatment-induced late health effects, excess morbidity and mortality, and
reduced quality of life (QoL). Follow-up care of survivors includes monitoring of cancers, managing all
types of late effects, and maintaining overall health. It should also involve considering the needs of
families whose functioning has been disrupted by cancer. There are several challenges providing follow-
up care for CAYACS and their families: i) it is resource-demanding in an overburdened healthcare system,
ii) psychosocial and supportive care needs are often unmet, and iii) access is unequal between European
countries. The overall goal of e-QuoL is to use e-health tools to promote Equity in Quality of Life for
CAYACS and their families. It will adapt an existing interoperable personalised e-Health tool that can be
used alone or as an add-on module to existing tools such as digital survivorship care plans already used in
several European countries. Through participatory research, involving CAYACS, families, associations,
networks, health institutes, social sciences and humanities researchers and industrial partners from 16
different countries and backgrounds, we will i) identify the unmet needs of CAYAC families and survivors’
(including vulnerable groups: young age and cognitive impairments) and ii) adapt accessible and
affordable tools to address their needs. These tools will provide a person-centred approach from medical
follow-up, preventive behaviours (e.g. physical activity, nutrition), psychological and social support,
education and employment advice to related health information (e.g. on reproductive issues).
Ultimately, e-QuoL will improve CAYACS’ QoL by enabling them to actively engage in their care and
better self-manage their health and well-being. This action is part of the Cancer Mission cluster of
projects on “Quality of Life”.

Project start date and duration
1** of January 2024 to 31* of December 2027 - 48 months.
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I.  Ethics structure of the project

The e-QuoL project deals with several ethical aspects we want to consider. In this aim, we have
different groups:

1. Ethics structure in the e-QuoL project

The structure of the global ethical advisory board is presented below:

Independent Ethics Advisory Board

Equol Ethics Advisory Board (e-
(IEAB) Quol EAB)

External experts

Ethics compliance monitoring
group
Monitoring of the ethical
requirement inclinical studies

AP-HP lead

Ethics Reflexion group:
inclusiveness, accessibilty, data bases associated to each
stigmatization european passeport

GCSHUGO lead Epiconcept lead

Data Protection group of the

Ethical requirements forfamilies Hiel e erans e g

and patients surveys

Ethical requirementsin the
eP5CT clinical investigation

on patientswith neurocognitive
deficiency

Italy, Instituto Giannina Gaslini Switzerland, Luzerne University

Denmark : Aarhus University

Figure 1 - Schema of the organisation of the e-QuoL project ethical structure

To be noted, this figure is not exhaustive. For example, for any workshops that will be organised during
the project, if an additional aim is to analyse the way the workshop is running, the profiles of the
participants and their opinion, etc... then we will need an ethics requirement before starting.

Definition

An “Ethics Advisor” (EA) is an individual ethics expert giving advice on issues of ethics gravity that relate
to the planned and/or ongoing research in the context of an EU-funded project, and, if required, report
to the Commission/Executive Agency/Funding Body. An “Ethics Advisory Board” (EAB) consists of three or
more ethics experts, working together as panel in performing these tasks.

Personal data are data linked in some way to a person's identity. Attention must be paid as for rare
disease, as childhood cancer, upersonal data may not be data directly linked to identity. For example,
depending on the disease in question and the geographical area, the collection of a group of can make it
possible to identify a living person. Concerning survey, when it does not make it possible to collect data
which, when aggregated, constitutes personal data, then it can be considered to be anonymous and not
to contain personal data. This includes the fact that the collection system used does not allow e-mail
addresses and IP addresses to be associated with the data collected.
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2. Presentation of the Internal Ethics Boards

The e-Quol Ethics Advisory Board (EAB) is composed of 3 sub-groups. This internal consortium ethics
body will aim at internally ensuring respect of the patients' rights, informed consent, confidentiality and
data protection within each task of the eQuol project, as well as performing global ethics reflexion
regarding survivorship.

The 3 sub-groups are covering the following different ethical aspects to be covered during the e-Quol
project, as presented below:

a) Ethics Reflection Group : concerning all ethical aspects of survivorship, such as inclusiveness,
accessibilty, stigmatisation, etc... The group will define the priorities identified when initiating
the first activities of the project.

In its work to identify and develop ethical reflection, the group will be able to rely on the EREPL
(Ethical Reflection Spaces of Pays de Loire) (https://www.erepl.fr/). This collaboration will
provide access to EREPL documentary resources, to professionals and other partners in life
sciences and health, and to assistance in the development of thematic files and actions intended
for professionals and the general public.

b) Ethics Compliance Monitoring Group : dedicated to our project and inclusion of patients in
studies and focus group, videos.... The ethics compliance group will support partners while
defining the processes related to clinial studies and also database transfers. They have a
consultative role, to be considered as a resource about ethical issues for partners while
implementing activities.

The group will work closely with the following partners :
- Instituto Giannina Gaslini, regarding ethical requirements in the ePSCT clinical investigation
- Luzerne University, Switzerland, Ethical requirements for families and patients surveys

- Aarhus University and Aarhus University Hospital, Denmark, regrding ethical requirements in
studies on patients with neurocognitive deficiency

c) Data Protection Group: concerning health data sharing between the “passports” and the “e-
Personal SCT (e-Personal Supportive Care Tool)” and from the e-PSCT to the persons in charge
of the analysis.

This group lead by Epiconcept will work closely with Resilience and Cineca and all partners Data
Controllers.

To be noted, the monitoring group lead by the partner APHP focused only on ethical aspects. They are
not involved in any inclusion of patients (in studies or work-shops) and therefore have a more objective
opinion than if they were involved in other tasks of the project.

3. Presentation of the Internal Ethics Boards

Considering the complexity of the ethical issues raised in the project, we have planned an Independent
Ethics Advisory Board (IEAB) composed of external advisors. They will meet at least each 6 months with
internal partners of the project (including the coordination team) to oversee the ethical considerations
of e-QuoL and will be invited at each General Assembly.
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Concerning external experts, the General Assembly of the project, which took place on the January 26",
2024, validated the Independent Ethical Advisors mentioned already in the submission phase,
composed of Pr. Roderick Skinner, Pr. Louis Constine and Dr. Sylvie Helfre, with background in pediatric
oncology and ethics. In addition, Pr Martha Grootenhuis, who has a background in psycho-oncology, and
Pr. Michele Favreau, economist, have joined the group in April 2024.

Profile of Independent ethics advisory board members:

Pr R. Skinner (UK), retired Paeditric Oncologist and LTFU expert, one of the pioneers of the 24
PanCare network, leader of the Guidelines WP in PanCareSurFup, past chairman of the UK’s CCLG
Supportive Care, and Late Effects Groups;

Pr L.S. Constine (US), Paediatric Radiotherapy Oncologist from Rochester, expert in pediatric
radiotherapy and survivorship, QoL, leader of the PENTEC group;

Dr S. Helfre (France), Paediatric Radiotherapy Oncologist from Curie Institut, expert in care
damage and traumatic experiences;

Pr M. Grootenhuis (Netherlands), professor in Pediatric Psycho-Oncology at the University of
Utrecht, leader of the Psycho-Oncology program, as groupleader at the Princess Maxima Centre
for Pediatric Oncology, ex-Director of the psycho-oncology care department (2019-23), expert in
research into the (neuro)psychosocial consequences of childhood cancer, expert in the field of
Patient Reported Outcomes (PROs) in clinical practice and developer of the KLIK PROM portal
(www.hetklikt.nu), founder of the Pediatric Psycho-Oncology Committee from the SIOP
(International Society of Pediatric Oncology) and ex-chair (2007-2022).Pr Michele Favreau lawyer
and economist, former Dean of the Faculty of Law, Economics and Management at the University
of Angers;

Dr Michel Favreau (France), economist, former Dean of the Faculty of Law, Economics and
Management at Angers University.

All members are professionals with extensive experience in pediatric oncology and survivorship, bringing
a combination of clinical expertise, interdisciplinary collaboration, ethical and law reflection, and
research expertise to the role of advisors. Their ethical considerations and insights can significantly
contribute to promoting outcomes of a project and improving the quality of care for pediatric cancer
patients and their families. They are all totally independent and free from any conflict of interest. A
document reflecting their independency toward the project will be signed by the IEAB members prior to
the first initial meeting.

Any changes in the membership of the IEAB that may occur shall be approved by the Coordination team
and the EAB.

The general responsibilities of the IEAB include:

Maintaining an overview of the work throughout the whole course of your project and help the
Consortium to think ahead about possible problems that might arise and how they can be
addressed (i.e., checking for compliance with ethical standards within the relevant research
fields), and provide advices and recommendations for obtaining
instructions/authorizations/notifications from national and/or local Data Protection Authorities:
i.e., the competent authorities to provide the necessary validations when the collection and
processing of personal (or sensitive) data is part of the planned research (see below for further
specifications);

Creating, assessing and/or validating reports and statements about the ethical acceptability of
the planned research. However, as the deliverables related to the implementation of WP8 will be
evaluated, it is potentially needed that an updated version of this deliverable (“D8.5 Ethics
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compliance report”) could be produced after the first meeting of the advisory board (both
independent and internal) and made available to the European Commission;

Review the deliverables on ethics issues, and provide validation for these before submission to
the European Commission;

Provide advice and recommendations on ethical issues arising from digitalized long term follow
up, in the timeframe of implementation of the e-Quol project.

IEAB Members may not reveal any information about the project's activities and its outcomes, without
the express written approval of the Beneficiary/ies or the European Commission/Executive
Agency/Funding Body.

The IEAB and EAB are not and may not be held responsible for the Beneficiary/ies’ compliance with the
ethics requirements and the applicable ethical and legal standards when undertaking research on human
beings. They are resources for advice and guidance when ethical issues and dilemmas arise during a
project’s activities, neither dominating the work nor obstructing it unnecessarily. They should be
facilitative. In addition, IEAB and EAB with oversight functions will check compliance with ethical
standards within the relevant research fields. Therefore, they must maintain an overview of operations
throughout a project, helping with preparation in terms of thinking ahead about possible problems and
how they can be addressed.

Il. Practical organisation

A first meeting including EAB and IEAB was done in April 2024 to validate the ethics structure of the
project.

While carrying out its duties, the EAB and IEAB refers to the national, European and international
framework of legal, deontological and ethical nature, with a view on pluralism of ethic approaches. They
also aim to stimulate awareness and raise initiatives regarding the ethical issues, which interest the
Consortium as well as the entire community of stakeholders and patients/families involved.

The EAB will review the regulatory, social and ethical requirements. The requirements selected will
provide a framework for issues such as compliance with the GDPR or clinical research regulations,
patient feedback, limiting patient exposure to risks through the tools implemented, and the ability to
disseminate data via open data. This review of requirements makes it possible to issue guidelines and set
out prerequisites and operating principles for the collection, processing and dissemination of data or
research results.

Topics covered as part of the different ethics project bodies:

- Ethics Compliance Monitoring Task (coordination AP-HP, partner n°22): Monitoring adherence
to ethical principles and guidelines across all aspects of e-QuoL. This task will focus on adherence
monitoring to ethical principles and guidelines across all aspects during the complete lifecycle of
e-QuoL. To achieve this, it involves developing an ethics framework, incorporating ethics into
project planning, implementing a reporting mechanism for ethical concerns, providing ethics
support (informed consent, privacy, data protection, etc.), and conducting evaluations based on
documents provided to them by the partners to ensure compliance with ethical requirements. All
data relating to human research participants will be anonymised or coded during the project by
local study sites, or by the different responsible for the different digital tools used in the project

before export for analysis - the key will remain at the local sites. In any case, we will ensure that
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e-QuoL activities comply with the (EU) 2016/679, also known as the General Data Protection
Regulation (GDPR).

Data collection monitoring (coordination under UMC-Mainz, partner n°23): This sub-task will
ensure that all data generated by the e-QuoL project will follow FAIR data principles, adopt data
quality standards and data integration operating procedures. We will follow best practices and
guidelines for working with Open Data. This will concern the different focus groups, the survey
about families’ needs (WP2,3) and the implementation and evaluation of the e-PSCT tool, the tool
developed during the e-QuoL project (WP4,5). Existing publicly available databases (open access)
and restricted access databases provided by Consortium partners will be the main source of data.
From these databases, only relevant data will be merged and processed. Standardised formats
and vocabularies for data and metadata will be used to improve interoperability. This will be
described in the data management plan, D5.1 and D5.5, led by UMC-Mainz (partner 23).

Data protection task (coordination under Epiconcept, partner n°19): The needed
interoperability between the “passports”” and the “e-PSCT” means health data sharing between
the 2 sorts of digital tools. The deliverable 4.1 under the responsibility of Resilience (partner 6)
will describe it. In addition to the analysis of the impact of the e-PSCT, health data will also be
shared between the e-PSCT (Resilience, partner 6) to the persons in charge of the analysis
(partners 23 and 1 for the economic analysis). This task will ensure that all activities that include
health data sharing comply with EU directives the 2002/58/EC, otherwise known as ePrivacy
Directive (ePD), and the (EU) 2016/679, also known as General Data Protection Regulation
(GDPR).

Identifying and addressing potential ethical challenges (coordination University Hospital of
Angers, partner n°25): This task involves identifying and addressing potential ethical challenges.
This includes conducting a participatory thorough ethical approach, developing & adapting
guidelines and policies, providing reflection and resources, and fostering a culture of ethical
awareness among project stakeholders. Virtual meetings are planned twice a year for 2 hours
each to discuss the different points - and more if requested during the project. The IEAB will be
involved to these meetings. Their goal is to stimulate ethics reflection and promote mutual
understanding between professional groups, but also between professional perspectives and the
perspectives of patients and relatives concerning mainly CAYACSs follow-up care, Supportive
care, Digital tools, Equity throughout Europe, link with Quality of Life (QoL).

In addition to the specific points mentioned in the WP8, some questions have already arisen as to how
should we adapt recommendations coming from the old way of treatments to new patients joining
follow-up, particularly regarding irradiation data - how can/should we take into account the economic
point of view when doing long-term follow-up care.

e-QuoL will consider social and health determinants (including a low level of health literacy,
neurocognitive difficulties, and patients lost to follow-up). The Ethics Reflection Group will be able to
debate on these determinants and give advice.

The Ethics Reflection Group will also help to mitigate the potential barriers summarised in table 1, as
well as some proposed measures.
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Potential barriers/requirements

Proposed measures

Regulatory challenges - e-PSCT approval as a
medical device (MDR). in a paediatric population.
and following all EU level (e.g. GDPR) and
additional national regulations and requirements

Collaborate with legal and regulatory experts to ensure
compliance with all relevant regulations in each target
country (WP4, WP7). Monitor regulatory changes and
adapt the technology accordingly.

Interoperability - e-PSCT should be designed to
mtegrate seamlessly with passports and existing
electronic health record (EHR) systems and health
information exchange (HIE) platforms across
different European countries.

e-PSCT will be designed with a flexible architecture and
using standardised languages that allows for easy
integration with various EHR and HIE platforms (WP3.
WP4). We will partner with passport systems companies
and relevant IT providers to ensure seamless compatibility.

User behaviour. adoption and persistence -
Resistance to adopting new technology. particularly
in healthcare settings. could be a barrier. HCPs and
young CAYACSs may be hesitant to continuously
adopt e-PSCT. particularly if it is perceived as
burdensome or intrusive. Persistence in using a
digital tool. whatever the audience. can be a
challenge and there may be a fear of a drop-out
effect in this study

Foster strong relationships with HCPs and patient advocacy
groups to gain support and promote adoption (WP7). Offer
contimued training and support to facilitate the integration
of e-PSCT into existing workflows (WP3-4). Collect user
feedback and continually refine e-PSCT based on users
needs and preferences (WP2-4-5). Implementation research
aims to determine the ability of an intervention to maintain
its effectiveness over time. Dropouts and their causes will
be monitored. reported and analysed.

Market access challenges - e-PSCT reimbursement
by local payers given that each country has its own
reimbursement schemes making it challenging to
navigate and satisfy the requirements for coverage
in multiple countries.

Work closely with reimbursement experts to understand
each country's requirements and develop strategies to
achieve coverage (WP7). This will include engaging with
payers and aligning the technology with existing
reimbursement pathways.

Market competition & differentiation - Digital
health landscape evolves rapidly. with numerous
players offering similar products and services. The
technology —must differentiate  itself from
competitors & demonstrate clear benefits to users.

Conduct market research to understand the competitive
landscape and identify unique selling points that
differentiate the technology from competitors (WP7).
Develop a strong value proposition and marketing strategy
targeting HCPs, patients, and pavers.

Table 1 - Requirements and Potential Barriers in the e-QuoL Project

The Ethics Reflection Group will meet at least twice a year for a two-hour online conference, or more if
required by them or by the consortium to deal with an ethics raised point. The IEAB will be invited to
these meetings. At the end of these meetings, for about 15 minutes, the persons in charge of monitoring
and data protection will join to eventually raise some issues and to give an update on their tasks. In
addition to the Ethics Reflection Group, in between, some national reflection will be pursued in their
language to be able to discuss more in depth, with good wordings, in particular to share the reflection
with non-medical persons such as lawyers, philosophers, patients and parents.

The IEAB as well as Dr A. Armand in charge of the Ethics Reflection Group, D. Khnafo, in charge of the
data protection, and D. Bouton or M. Camus in charge of the ethics monitoring will be invited each year
for the GA which will be held online once a year online in 2025 and 2026, and in person in 2027 in
Hungary, or online at the end of the project.

If needed, an extra meeting may be launched between the different parties responsible for ethics
matters in the project. This will be organised by the coordination team.

The Ethics Compliance Monitoring task will be implemented mainly by emails and online conferences.
Documents provided by the beneficiaries to the monitoring group will be reviewed, discussed if needed
during a meeting and advice and propositions will be provided.
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lll.  WP8 Deliverables

The deliverables related to Work Package 8 aim to provide sufficient background and context to ensure
compliance with the project Ethics Requirements, as defined in the project proposal.
The table of the different deliverables of the WP8 is presented below.

Deliverable Deliverable Name Work Lead Beneficiary Type Dissemination Level Due Date
No Package (month)
No

Ds8.1 H - Requirement No. 1 WPS8 1-HUGO ETHICS SEN - Sensitive 6
Dg.2 H - Requirement No. 2 WPS 1-HUGO ETHICS SEN - Sensitive 6
D8.3 H - Requirement No. 3 WP8 1-HUGO ETHICS SEN - Sensitive 6
D384 POPD - Requirement No. 4 WP8 1-HUGO ETHICS SEN - Sensitive 3
D8.5 OEI - Requirement No. 5 WPS 1-HUGO ETHICS SEN - Sensitive 1
D8.6 OEI - Requirement No. 6 WPS 1-HUGO ETHICS SEN - Sensitive 16
D8.7 OEI - Requirement No. 7 WPS 1-HUGO ETHICS SEN - Sensitive 32
D8.8 OEI - Requirement No. 8 WPS 1-HUGO ETHICS SEN - Sensitive 48
D6.1 Ethical challenges V1 WP6 1-HUGO R — Document, report SEN - Sensitive 12
D6.2 Ethical challenges V2 WP6 1-HUGO R — Document, report SEN - Sensitive 24
D6.3 Ethical challenges V3 WP6 1-HUGO R — Document, report SEN - Sensitive 36
D6.4 Ethical challenges V4 WP6 1-HUGO R — Document, report SEN - Sensitive 48

Table 2 - Overview of the different deliverables of WP8

The detailed presentation of the deliverables was set out in the Grant Agreement, and is summarised
below.

Deliverable D8.1 — H - Requirement No. 1

Deliverable Number Dg.1 Lead Beneficiary 1. HUGO

Deliverable Name H - Requirement No. 1

Type ETHICS Dissemination Level SEN - Sensitive

Due Date (month) 6 | Work Package No WP3

Description

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.

Deliverable D8.2 — H - Requirement No. 2

Deliverable Number D8.2 Lead Beneficiary 1. HUGO
Deliverable Name H - Requirement No. 2

Type ETHICS Dissemination Level SEN - Sensitive
Due Date (month) 6 | Work Package No WP3
Description

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.
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Deliverable D8.3 — H - Requirement No. 3

Deliverable Number D8.3 Lead Beneficiary 1. HUGO

Deliverable Name H - Requirement No. 3

Type ETHICS Dissemination Level SEN - Sensitive

Due Date (month) 6 | Work Package No WP8

Description

Detailed information on the policies that will be in place to ensure safeguarding of children in relation to any disclosure
of suspected abuse as a deliverable before the start of the relevant activities.

Deliverable D8.4 — POPD - Requirement No. 4

Deliverable Number D8.4 Lead Beneficiary 1. HUGO
Deliverable Name POPD - Requirement No. 4

Type ETHICS Dissemination Level SEN - Sensitive
Due Date (month) 3 | Work Package No WP3

Description

- Incase personal data will be transferred from the EU to a non-EU country or international organisation, justification that
such transfers are in accordance with Chapter V of the General Data Protection Regulation 2016/679, must be submitted
as a deliverable before the start of the relevant activities.

- For personal data that are transferred from a non-EU country to the EU, justification that such transfers comply with
the laws of the country in which the data was collected must be submitted as a deliverable before the start of the relevant
activities.

Deliverable D8.5 — OEI - Requirement No. 5

Deliverable Number D8.5 Lead Beneficiary 1. HUGO
Deliverable Name OEI - Requirement No. 5

Type ETHICS Dissemination Level SEN - Sensitive
Due Date (month) 1 | Work Package No WEP3

Description

Ethics Advisory Board - Considering the complexity of the ethical issues raised in the project, it is necessary and planned
to appoint an external, independent Ethics Advisory Board (EAB) to oversee the ethical considerations of this project.
Reports from the EAB must be submitted to the granting authority together with the project periodic reports, beginning
at month M18. The EAB should include ethics experts with background in child psychology, psycho-oncology, data
protection. The EAB should detail how it handles the psychological distress of research participants (during focus groups,
through videos about oncosexuality planned in WP3, and during other potentially traumatizing or re-traumatizing topics/
information/sessions), as well as what safeguards are employed to protect children in relation to "online harm."

The CVs and declarations of absence of conflict of interest for the selected members of the EAB must be kept on
file and provided to the granting authority upon request. European Commission Guidance for Ethics Advisors/Boards
can be found at: https://ec.europa.ew/info/funding-tenders/opportunities/docs/2021-2027/horizon/guidance/roles-and-
functions-of-ethics-advisory-ethics-advisory-boards-in-ec-funded-projects_he en.pdf
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Deliverable D8.6 — OEI - Requirement No. 6

Deliverable Number

D8.6

Lead Beneficiary

1. HUGO

Deliverable Name

OEI - Requirement No. 6

Type ETHICS Dissemination Level SEN - Sensitive
Due Date (month) 16 | Work Package No WP3
Description
First report by the Ethics Advisory Board
Deliverable D8.7 — OEI - Requirement No. 7
Deliverable Number D8.7 Lead Beneficiary 1. HUGO
Deliverable Name QEI - Requirement No. 7
Type ETHICS Dissemination Level SEN - Sensitive
Due Date (month) 32 | Work Package No WP8
Description
Second report by the Ethics Adivsory Board
Deliverable D8.8 — OEI - Requirement No. 8
Deliverable Number D8.8 Lead Beneficiary 1. HUGO
Deliverable Name QEI - Requirement No. §
Type ETHICS Dissemination Level SEN - Sensitive
Due Date (month) 48 | Work Package No WE8

Description

Third report by the Ethics Advisory Board
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Deliverable D6.1 — Ethical challenges V1

Deliverable Number D6.1 Lead Beneficiary 1. HUGO
Deliverable Name Ethical challenges V1

Type R — Document, report Dissemination Level SEN - Sensitive
Due Date (month) 12 | Work Package No WP6
Description

Description of ethical challenges

Deliverable D6.2 — Ethical challenges V2

Deliverable Number D6.2 Lead Beneficiary 1. HUGO
Deliverable Name Ethical challenges V2

Type R — Document, report Dissemination Level SEN - Sensitive
Due Date (month) 24 | Work Package No WP6
Description

Description of ethical challenges
Deliverable D6.3 — Ethical challenges V3

Deliverable Number D6.3 Lead Beneficiary 1. HUGO
Deliverable Name Ethical challenges V3

Type R — Document, report Dissemination Level SEN - Sensitive
Due Date (month) 36 | Work Package No WP6
Description

Description of ethical challenges

Deliverable D6.4 — Ethical challenges V4
Deliverable Number D6.4 Lead Beneficiary 1. HUGO

Deliverable Name

Ethical challenges V4

Type

R — Document, report

Dissemination Level

SEN - Sensitive

Due Date (month)

43

Work Package No

WPG6

Description

Description of ethical challenges

Nota bene: depending on the topics discussed in the Ethical reflection group, deliverables of WP6 and
WP8 may be a bit similar.
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IV. Conclusion

The project coordination has appointed an IEAB to participate in the global ethics board including
professionals with backgrounds and considerable experience in ethics and European or international
projects. The advisors of the IEAB will meet in June 2024, in order to be able to follow the project work
closely and then at least every 6 month with the EAB and the Ethics Reflection Group.

The IEAB will also be part of each General Assembly meeting, to report on its view about ethics aspects
of the project, and to raise any ethical risks that should be considered in the project risk assessment.
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