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— 
1. Ethical Monitoring role of AP-HP within 

the e-QuoL project 
 

1.1 Ethic Structure of the project 

Figure 1 - Organisation scheme of the e-QuoL project, including ethics structures 
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1.2 Organisation of the Ethical Monitoring 

AP-HP is providing ethical support on protocol, informed consent, privacy, data protection, etc. by 

conducting evaluation of study related documents provided to AP-HP by partners responsible for study 

implementation within their WPs and tasks in order to ensure compliance with ethics requirements, GDPR 

and national regulations. Any partner within the e-QuoL project who is wishing to have some documents 

evaluated or experience iossues with ethical submission are free to contact AP-HP to get help or 

recommendations. 

 

2 Ethical Monitoring - report at month 12 

2.1 Surveys / activities carried out during the 1st year 

 February 2024, WP2, HUGO Partner: ethical assessment of the Questionnaire Specification e-QuoL 

"Digital tools after a childhood, adolescent or young adulthood cancer" (WP2) 

o Description of the study: this survey collected opinions from HCPs and association 

members regarding digital tools for CAYACS survivorship. It did not involve personal or 

medical data collection. 

o Ethical and Regulatory concern: none identified as the survey was concerned opinion 

research. 

o Conclusion: ethical submission was deemed unnecessary.  

 March 2024: Assessment of Psychosocil Support Needs CAYACS - e-QuoL NS (WP2) 

o Study description: evaluation of psychosocial and health condition needs of survivors 

and their families using an anonymous questionnaire. 

Using a quantitative survey, the project aims to: 1) assess the information and 

psychosocial support needs in CAYACSs and their families across Europe; 2) analyse 

association with: a) cancer-related and socio-demographic characteristics, b) 

knowledge, skills and confidence in managing their own wellbeing, c) quality of life. 

o Method: 

 Inclusion criteria: a) CAYACSs diagnosed with cancer at age 0-25 and loved ones 

of CAYACSs, b) age study: 16 years old and older, c) living in Europe. 

 Recruitment strategy (depending on countries): a) direct contract by physician 

or in a hospital / clinic, b) patients / parents / survivors associations and 

foundations, c) work of mouth (participants are invited to share questionnaire 

in their networks), d) social media, newsletters and internet. 

 Measurements: a) information and psychosocial needs: CCSS-NAQ, b) Quality 

of Life: PROMIS Global Health 10 item / PROMIS Global Health Pediatric 7+2 

item, c) patient activation: PAM® 13 item (patient) / CG-PAM® 13 item 
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(informal caregiver), d) cancer-related and sociodemographic characteristics: 

self-developed questions. 

o Ethical concern: the protocol, in addition to psychosocial related questions, contain 

also health condition questions. The promotor received the following ethic approval: 

 From the Ethics Committeee Northwest and Central Switzerland (EKNZ), the 

Clarification of responsibility that the study does not fall under the Human 

Research Act (Project ID: Reg-2024-00750) (June 14th, 2024). 

 From the Institutional Review Board of the University of Lucerne, the Ehtics 

Board Review Clearance for the research project (IRB #2024-008) (June 19th, 

2024). 

o Data protection concern: the questionnaires have been answered online through web 

connection? IP addresses collection or any tracking method have not been used to 

conform with GDPR and local Data Protection authorities and avoid the necessity to 

get an authorisation from them. Data are centralised on a database at UNILU in 

Switzerland. 

o Actions undertaken: 1) out of 14 participating countries, 8 required an ethical 

submission, 2) no IP address or tracking methods were used. 

o Conclusions: the questionnaire was not spread in the countries where additional ethics 

approval was needed until it had been received positively. 

 

2.2 Preparatory works for the future clinical study and 
qualitative study 

 September 2024: preliminary review of the e-QuoL effectiveness protocol (WP5) 

o Study description: this protocol involves evaluating e-PSCT, a mobile app sharing 

personal and health data. 

o Ethical concerns: medical device investigation under EU regulations, potential GDPR 

implications. 

o Conclusion: submission to data protection authorities will be necessary In the different 

countries. 

o Action undertaken: timeline taken Into account for ethics approvals before the clinical 

study. 

 November 2024: focus group on neurocognitive impairments (WP2, 3) 

o Study description: qualitative study on usability and acceptability of e-health tools for 

CAYACSs with neurocognitive impairments. 
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o Ethical concerns: it is a psychosocial investigation which does not include the collection 

of health data. 

 For participant unable to give informed consent and for which legal guardians 

or representatives informed consent is obtained, patient approval should also 

be seeked. In case of negative answer, they won't be able to participate. 

 To invite participants at the different meetings: email address collection for 

feedback should not be centralised and remain at the site where meetings are 

taking place. Email should be sent in a way that recipients do not see other 

recipients' email addresses. 

o Conclusion: as it is a psychosocial investigation which does not includee the collection 

of health data, it does not require ethical submission. 

o Action undertaken: no specific action needs to be undertaken. Nevertheless, a lot of 

the countries have decided to obtain an ethical approval. 

 

2.3 Workshops and activities in Living-Labs 

These activities do not collect any personal information, nor collect any health data. In this context, no 

ethical approval was necessary. 

The participants involved in the testimonials, whether patients or professionals, have participated 

willingly and provided their consent by signing an image right release form. It ensures their 

understanding and agreement regarding the purpose and use of the materials. 

Wen sending information to the user panel, anyone who is not a member of the consortium has their 

email addresses hidden to other recipients. 
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3 Annex 1 - image use authorisation form for 
Resilience video recordings 
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4 Annex 2 - image use authorisation form for 
MOOC production 
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PURPOSE OF THE PROJECT AND WHY YOU ARE BEING ASKED TO PARTICIPATE 

WHAT DOES THE PROJECT ENTAIL? 

5 Annex 3 - user panel consent form 
 

DO YOU WANT TO PARTICIPATE IN THE RESEARCH PROJECT 

E-QUOL: E-HEALTH TOOLS TO PROMOTE EQUITY IN QUALITY OF LIFE 

FOR CHILDHOOD TO YOUNG ADULTHOOD CANCER PATIENTS AFTER 

TREATMENT/SURVIVORS AND THEIR FAMILIES – DEVELOPMENT OF THE E- 

PSCT TOOL? 
 

Would you like to participate in a research project aimed at developing content for a digital application 

for survivors of cancer that occurred in childhood, adolescence, or young adulthood and their 

families? 

The purpose of this study is to co-create content for a phone app, with childhood, adolescent, and 

young adult cancer survivors (CAYACSs), their families, and health care professionals (HCPs). The 

phone app will provide support and information for the psychological and social (psychosocial) needs 

of these groups. 

This study is part of a larger project, e-QuoL (e-Health tools to promote Equity in Quality of Life for 

childhood to young adulthood cancer patients after treatment/survivors and their families), which is a 

multi-country initiative. You have received this invitation to participate because you either have had 

cancer, you have been nominated by someone who has had cancer as a child or adolescent as a 

member of their “local support network”, or you are a health care professional with experience in the 

follow up of childhood cancer survivors. In e-QuoL, we invite people like yourself from every 

participating country to form our “User panel”. We do this because it is essential that the app we are 

developing is meeting the needs of survivors and their families across Europe. In this project, the app 

will then be tested out in follow up care after childhood cancer in five European countries, and will be 

available for every childhood cancer survivor and their families in Europe. The aim is to see if such an 

app can help meet the information and support needs of survivors and their families by providing 

tailored information and advice on how to manage possible psychosocial consequences of the cancer 

and its treatment. 
 

If you agree to participate, you will be invited to attend co-creation workshops, which will be held 

online in large- and small-groups (break-out rooms). Each workshop will last approximately 2 hours 

and there will be a total of 6 workshops. You will be asked to provide your input and opinions on 

various discussion topics at each workshop. The specific activities and material presented will be 

determined iteratively, but some examples include brainstorming important psychosocial needs/topics 

and providing input on a needs screening tool that will be included in the final phone app. In some 

instances, you may also be asked to provide feedback on content for the app or its lay-out via emails 

in between workshops. 

Data from these co-creation workshops and online collaborative groups will include: 

 

 Recording of the online meetings 

 Transcripts of audio recordings 

 Field notes (notes written by the researchers during the discussions based on their observations of the 

discussions) 
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POSSIBLE ADVANTAGES AND DISADVANTAGES 

VOLUNTARY PARTICIPATION AND RIGHT TO WITHDRAW CONSENT 

WHAT HAPPENS TO THE DATA HELD ON YOU? 

 Written input from the workshop participants (e.g. notes/post-it notes/digital whiteboard tools in 

workshops or comments in the collaborative groups) 

 Basic sociodemographic information: For all: age, gender, role in workshop, country of residence, 

experience using health-related apps, and for survivors: Age at diagnosis, diagnosis, and whether you are 

in follow-up care or not. 

No new health data will be collected. 
 

Possible Advantages: 

 

 You will meet other survivors and their family members or support persons during co-creation 

workshops 

 You will have a hands-on role in the creation of a phone application tailored to child, adolescent, and 

young adult cancer survivors and their families 

 You will have the opportunity to test out the application which will be able to provide you with 

tailored information and advice regarding survivorship issues that are relevant for you. 

Possible Disadvantages: 

 

 All of the workshops will be help virtually (Zoom) and after normal working hours which may be 

cumbersome 

Possible Risks: 

 

 There is a possible risk of loss of anonymity. To mitigate this risk, all data will be de-identified (coded) 

and your name will be stored in a separate document from your data. 
 

Your participation in the project is completely voluntary. If you would like to participate, please sign 

the consent form at the end of this document. You can withdraw your consent at any time without 

giving a reason. There will be no negative consequences for you if you do not want to participate or if 

you choose to withdraw at a later stage. If you withdraw your consent, your health data will not be 

used in any further research. You can request access to the data held on you, and this will be 

provided within 30 days. 

If you want to withdraw at a later stage or have questions about the project, you can contact the 

project manager (see the contact details at the end of this document). 
 

The data registered about you will only be used as described under the purpose of the project, and is 

planned for use in for the duration of the project (December 2027) and for five years thereafter for 

control purposes (December 2032), after which it will be deleted. Use and storage time can only be 

extended after approval from the Regional Committee for Medical and Health Research Ethics and 

other relevant authorities. You have the right to access the information that is registered about you 

and to have any errors in this information corrected. You also have the right to information about the 

data security measures that apply to the processing of the data. You can lodge a complaint about the 

processing of your data to the Norwegian Data Protection Authority and the institution’s Data 

Protection Officer. 

All data will be processed and stored without names and personal identification numbers or other 
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WHAT GIVES US THE RIGHT TO PROCESS PERSONAL DATA ABOUT YOU? 

SHARING DATA AND TRANSFERRAL ABROAD 

FINANCES 

APPROVALS 

directly identifiable information (i.e., coded data). A code links you to your data through a list of 

names. Only the project members, Hanne C. Lie and Kristen Thornton, will have access to this list. All 

data will be stored at the secure server for sensitive data at the University of Oslo (TSD). Everything 

that is discussed during the workshops will be treated as confidential and everyone in the project 

group with access to the data has declared confidentiality. 

Publishing results is a necessary part of the research process. Data in published research will be de- 

identified to preserve the privacy of individual participants, but we have a duty to inform you that we 

cannot rule out individuals being identified. 

 

We are processing information about you because the research project is considered to be in the 

public interest, but you have the right to object if you do not wish to be included in the project. 

On behalf of The University of Oslo, Sikt – Norwegian Agency for Shared Services in Education and 

Research, has assessed that the processing of personal data in this project is in accordance with the 

privacy regulations. 

Your rights: 
 

As long as you can be identified in the collected data, you have the right to: 

- object 

- access the personal data registered about you 

- have personal data about you corrected/rectified, 

- have personal data about you deleted, and 

- file a complaint with the Norwegian Data Protection Authority regarding the processing of your 

personal data. 
 

As part of the implementation of the project, it may be relevant to transfer de-identified data held on 

you to our project partners at Resilience, the creator of the phone application platform that will adapt 

the application based off outcomes from these co-creation workshops. The Resilience tool - co- 

founded in 2021 in partnership with global experts and the Gustave Roussy Institute (France) - is a 

class IIa medical device which currently follows more than 5000 patients in France and Belgium. If 

this will be necessary, this will concern summaries and conclusions from the workshops, not the 

opinions of individual participants. 

The University of Oslo (UiO) is responsible for ensuring that data are transferred in accordance with 

Norwegian law and the EU General Data Protection Regulation (GDPR). The code linking you to your 

personally identifiable information will not be disclosed. 
 

Survivors of childhood cancer and their local network representatives (the non-professional user 

members), will receive remuneration, 600EUR for an estimated 30 hours of project participation, in 

recognition of their time spent in the project as user experts. Local health care professionals will not 

receive any such remuneration. 
 

The Regional Committee for Medical and Health Research Ethics has considered the research ethics 

in the project and given its approval. [Committee’s case number will be entered here] 
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I AGREE TO PARTICIPATE IN THE PROJECT AND CONSENT TO MY PERSONAL INFORMATION 

BEING USED AS DESCRIBED 

The University of Oslo and the project manager, Hanne C. Lie, are responsible for privacy and data 

protection in this project. 

According to the new Personal Data Act (LOV-2021-06-18-124), the controller [Universitetssykehuset i Oslo 

and the University of Oslo] and project manager [Hanne C. Lie] have an independent responsibility to 

ensure that the processing of your information has a legal basis. This project has a legal basis in the EU's 

privacy regulation article 6 no. 1a and article 9 no. 2a and your consent. 

 

You have the right to complain about the processing of your data to the Norwegian Data Protection 

Authority: postkasse@datatilsynet.no. 

 

CONTACT DETAILS 

If you have questions about the project, experience any adverse events, or want to withdraw your 

participation, you can contact Hanne C. Lie at h.c.lie@medisin.uio.no or [+47 22 85 14 66]. 

If you have questions about data protection in the project, you can contact the Data Protection Officer at the 

institution: The data protection officer at the University of Oslo: personvernombud@uio.no or Norwegian 

center for research data AS: personverntjenester@nsd.no or phone: 55582117. 

Place and date Participant’s signature 

 Participant’s name in block capital letters 

https://lovdata.no/lov/2021-06-18-124
https://lovdata.no/lov/2021-06-18-124
mailto:postkasse@datatilsynet.no
mailto:h.c.lie@medisin.uio.no
mailto:personvernombud@uio.no
mailto:personverntjenester@nsd.no
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6 Annex 4 - Ethics Board review clearance for 
the study "e-QuoL-NS" (UNILU) 

 
 

IF, BrLe, 6002 Luzern 
 

 

Dr. Anica Ilic University of 

Lucerne 

Faculty of Health Sciences and Medicine Alpenquai 4 

6005 Lucerne 
 
 
 

 
Date: June 19, 2024 Page: 1 / 1 

 

Ethics Board Review Clearance for the research project “e-QuoL-NS: 

Assessment of Psychosocial Support Needs in Childhood, Adolescence, and 

Young Adulthood Cancer Survivors (CAYACSs) and their Loved Ones” (IRB 

#2024-008) 

 
To whom it may concern 

 
The Ethics Board at the University of Lucerne authorizes the research described in Anica Ilic’s research 

proposal “e-QuoL-NS: Assessment of Psychosocial Support Needs in Childhood, Adolescence, and Young 

Adulthood Cancer Survivors (CAYACSs) and their Loved Ones” (IRB # 2024-008). 

 
Specifically, we have reviewed the information regarding the research plan, survey, the data management 

plan, and informed consent. We confirm that they comply with all applicable regulations. 

 
We therefore approve the planned research outlined in the submitted documents. 

 

 
Yours sincerely, 

 

Prof. Dr. Leif Brandes 

President of the Ethics Board 
 
 
 
FROHBURGSTRASSE 3 

P.O. BOX 6002 LUZERN 
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7 Annex 5 - Ethics Committee clarification for 
the study e-QuoL-NS (EKNZ) 
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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. 

 

This work has received funding from the Swiss State Secretariat for Education, Research 

and Innovation (SERI)  

The UK participant (The Royal Marsden NHS Foundation Trust) in Horizon Europe Project 

[e-QuoL] is supported by United Kingdom Research and Innovation (UKRI), grant 

nº10098114. 
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