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	Objectives. 
The objective is to ensure compliance with the 'ethics requirements' set out in this work package.

	Description of work 
This work package sets out the 'ethics requirements' that the project must comply with.	Comment by LOREDANA MARMORA: Standard statement generated by the system.

Alternative text (more detailed):
T2.1 Participant protection & ethical governance (Lead: ICL; Participant: Ethical Management officer)
This task establishes the ethical framework for the involvement of human participants across all research activities. It covers recruitment procedures, informed consent and assent protocols adapted for minors, safeguarding measures, and — where applicable — the ethical management of biological samples. An Ethical Management officer will be appointed to oversee compliance throughout the project lifetime and liaise with national IRBs across partner countries.
(Deliverables: D2.1 H, D2.2 HCT)

T2.2 Data protection & regulatory compliance (Lead: ICL; Participants: ALL PARTNERS)
This task ensures full compliance with data protection legislation (GDPR and national equivalents) across all partner countries. It includes the development of a Data Protection Impact Assessment (DPIA), the designation of a project Data Protection Officer, and the establishment of data sharing agreements among consortium members. Where non-EU partners are involved, this task verifies the equivalence of ethical standards and secures the necessary regulatory approvals in those jurisdictions.
(Deliverables: D2.3 POPD, D2.4 NEC)

T2.3 Equity, gender & ethical quality of interventions (Lead: ICL; Participants: ALL PARTNERS)
This task integrates gender and intersectionality analysis into the design, implementation, and evaluation of all behavioural interventions. It examines how interventions may affect participants differently across gender, socioeconomic status, and cultural background, ensuring that no group is systematically disadvantaged. The task also includes a substantive ethical review of the nudging techniques employed, addressing the tension between autonomy and paternalism when behavioural interventions are directed at young people.
(Deliverable: D2.5 GEN)

DELIVERABLES 
· D2.1 H – Requirement No. 1 (ICL – Ethics – Confidential – M3)
· D2.2 HCT – Requirement No. 2 (ICL – Ethics – Confidential – M3)
· D2.3 POPD – Requirement No. 3 (ICL – Ethics – Confidential – M1)
· D2.4 NEC – Requirement No. 4 (ICL – Ethics – Confidential – M1)
· D2.5 GEN – Requirement No. 5 (ICL – Ethics – Confidential – M3)



Below the 11 Ethics Requirement officially recognised by the European Commission under Horizon Europe (in yellow those that could apply to Z-HEALTH):

1. hESC — Human Embryonic Stem Cells & Human Embryos
Applies to projects using human embryonic stem cells or human embryos. It is the most restrictive category: all projects triggering it automatically undergo a full Ethics Assessment. Certain activities are entirely ineligible for EU funding, including human reproductive cloning, heritable modification of the human genome, creation of embryos solely for research purposes, and any activity leading to the destruction of embryos.
2. H — Humans
Applies to any project involving human beings who are not part of the project staff — research participants, persons affected by the project activities, etc. The key ethical issues concern respect for human dignity, fair distribution of benefits and burdens, participants' rights and interests, and the need to ensure free and fully informed consent, with particular attention to vulnerable groups such as children, patients, minorities, and persons unable to give consent.
3. HCT — Human Cells or Tissues
Applies to research that uses, produces, or collects human cells or tissues. Requires detailed information on the type of cells or tissues involved, the biobank from which they originate, and the relevant authorisation and control measures in place.
4. POPD — Protection of Personal Data
Applies to any processing of personal data, including interviews, observations, tracking, and secondary use of data collected for other purposes (e.g. from social media or official sources). Requires full compliance with the GDPR and national data protection legislation, including a Data Protection Impact Assessment (DPIA) where applicable.
5. AnA — Animals
Applies to projects using animals in research. Requires compliance with EU Directive 2010/63/EU and adherence to the 3Rs principle: Replace, Reduce, Refine.
6. NEC — Non-EU Countries
Applies when research activities are carried out in, or involve partners from, countries outside the EU. Requires confirmation that Horizon Europe ethical standards are rigorously applied regardless of the country where the research takes place, and provides details on any materials imported to or exported from the EU.
7. ENV — Environment, Health and Safety
Applies to projects that may pose risks to the environment, to public health, or to the safety of researchers and communities involved in the research.
8. AI — Artificial Intelligence
Applies to projects developing or deploying AI systems. Covers fundamental rights, data protection, algorithmic bias, transparency, explainability, and safety. This category has been significantly strengthened following the entry into force of the EU AI Act in 2024.
9. OEI — Other Ethics Issues
A residual category for ethical issues that cannot be classified under any of the above, such as research conducted in conflict zones, use of classified information, or misuse of sensitive technologies.
10. MURO — Misuse / Dual Use (cross-cutting)
Not a standalone category but a cross-cutting issue that applies across all the others. Projects must assess and address the risk that their results could be misused or applied for purposes other than those intended.
11. GEN — Gender
Not a section of the ethics self-assessment per se, but an independent requirement that the Commission may add as a contractual deliverable. It requires demonstrating that the gender dimension has been meaningfully integrated into the design of the research activities and into the analysis of results.





For your convenience, below the description of the STOP Ethic issues. 
In part B:
“STOP will predominantly utilize pre-existing cohort data to track a number of variables over time in target populations. WP4 will utilise secondary data in the following tasks: Task 4.2, will use data from the ERA-Net SUSFOOD Consortium SUSDIET (2014-2017); the nutritional composition of the food groups collected in National Dietary Intake Surveys; and EFSA individual consumption and socio-economic data including household income. Tasks 5.1, 5.2 & 5.4 of WP5 will also use secondary data, while task 5.3 will involve the collection of new data. Within WP7, tasks 7.3 and 7.4 will involve the use of secondary data. Both tasks will build on pre-existing SLOfit data, combined with questionnaire data, gathered by the Slovenian Sports Office Planica for the purposes of evaluation of the project. However, the design and implementation of the RCT in WP8 will involve only new participants. 
STOP will provide details of recruitment, inclusion and exclusion criteria and informed consent procedures for each cohort. In each case where new participants are recruited or existing participants re-consented, templates of the informed consent forms and information sheets covering the voluntary participation and data protection issues (in language and terms intelligible to the participants) will be kept on file and submitted to the Agency upon request. No authorisations are required for the SUSDIET and the National Dietary Intake Survey data used in WP4 as these are publicly available. EFSA data require authorisation from data providers in individual EU Member Countries before use and this has been obtained by EFSA. For WP7, the parental positive consent for inclusion of children into SLOfit monitoring system authorises the WP leader to analyse the data and use it for scientific purposes. The WP leader is authorised by the Ministry of Education, Science and Sport of the Republic of Slovenia to analyse and manage the SLOfit database and provide feedback to all Slovenian schools. As per D50, any authorisations required will be provided as a deliverable in month one. Where children or minors are involved, STOP will provide details of the age range of children, assent procedures and parental consent, along with procedures to ensure the welfare. Copies of opinions/approvals by ethics committees and/or competent authorities for the research with humans will be kept on file and submitted to the Agency upon request. 
STOP will ensure that all collection, processing and storage of data complies with any relevant national or EU legislation, including the EU General Data Protection Regulation (GDPR) legislation (EU2016/679). Our ethics self- assessment has identified the necessary information and documents to be provided and kept on file throughout the project which ensures we comply with the EU Ethics Review Criteria. As STOP will be using pre-existing and prospective cohort data, details will be provided of the sources and databases holding pre-existing data. Additionally, confirmation of open access policies or authorization for secondary use, and how this was obtained, will be provided by each cohort manager. Details of mitigation procedures to avoid private appropriation of data and the unforeseen disclosure of personal information will be disseminated, along with confirmation of compliance to national and EU legislation. The applicant must check if a declaration on compliance and/or authorisation is required under national law for collecting and processing personal data as described in the proposal. If yes, the declaration on compliance and/or authorisation will be kept on file and submitted to the Agency upon request. If no declaration on compliance or authorisation is required under the applicable national law, a statement from the designated Data Protection Officer in each partner country that all personal data collection and processing will be carried out according to the GDPR and national legislation, will be kept on file and submitted to the Agency upon request. In case of further processing of previously collected personal data, relevant authorisations will be kept on file and submitted to the Agency upon request. 
Biological samples will not be collected in WP4 or WP5. However, in WP8, as part of the RCT intervention, we will require blood plasma samples to analyse gut hormones, urine samples to conduct dietary metabolomic analyses, and stool samples to assess gut microbiota. Ethical approval will be sought prior to the start of the RCT in WP8, thorough risk assessments for the RCT will be conducted and disseminated, along with strict operating procedures. Copies of relevant documents for using, producing or collecting human cells or tissues (e.g., ethics approval, import licence, accreditation/designation/authorisation/licensing) will be kept on file and submitted to the Agency upon request. 
STOP will be working with partners in the United States of America, New Zealand and Switzerland. As such, we may be exporting data to these countries for further analyses to be conducted. STOP will provide specific details of the type of data being exported and the security and mitigation procedures in place to avoid data loss or security breaches. Copies of import/export authorisations, as required by national/EU legislation will be kept on file and submitted to the Agency upon request. STOP confirms that research carried out by non-EU countries would be allowed in at least one Member State (as per Article 19 of the Horizon 2020 Framework Programme Regulation No 1291/2013), in addition to complying with local legal obligations in the non-EU countries. Copies of export licenses will be kept on file and will be made available to the Agency on request. In case personal data are transferred from/to a non-EU country or international organisation, confirmation that this complies with national and EU legislation, together with the necessary authorisations, will be kept on file and submitted to the Agency upon request 
Research integrity will be preserved throughout the project by careful planning and preparation of the design and methodology of analyses, and the use of resources. Our research will be disseminated widely across a variety of mediums in a fair, full, and unbiased way, whilst being respectful to research institutions, colleagues and the various cultures involved in the project. ICL, along with ISINNOVA and the other partners, will organise and manage research outputs from this project and be held accountable for their findings. 
STOP recognises that an independent Ethics Advisor will be appointed by month three of the project to monitor the ethics issues involved in this project and how they are handled”

In the Participant Portal:
“STOP will ensure that all collection, processing and storage of data complies with any relevant national or EU legislation, including the EU General Data Protection Regulation (GDPR) legislation (EU2016/679). Our ethics self-assessment has identified the necessary information and documents to be provided and kept on file throughout the project which ensures we comply with the EU Ethics Review Criteria. As STOP will be using pre-existing and prospective cohort data, details will be provided of the sources and databases holding pre-existing data. Additionally, confirmation of open access policies or authorization for secondary use, and how this was obtained, will be provided by each cohort manager. Details of mitigation procedures to avoid private appropriation of data
and the unforeseen disclosure of personal information will be disseminated, along with confirmation of compliance to national and EU legislation. The applicant must check if a declaration on compliance and/or authorisation is required under national law for collecting and processing personal data as described in the proposal. If yes, the declaration on compliance and/or authorisation will be kept on file and submitted to the Agency upon request. If no declaration on compliance or authorisation is required under the applicable national law, a statement from the designated Data Protection Officer in each partner country that all personal data collection and processing will be carried out according to the GDPR and national legislation, will be kept on file and submitted to the Agency upon
request. In case of further processing of previously collected personal data, relevant authorisations will be kept on file and submitted to the Agency upon request. In case personal data are transferred from/to a non-EU country or international organisation, confirmation that this complies with national and EU legislation, together with the necessary authorisations, will be kept on file and submitted to the Agency upon request.
In case of further processing of previously collected personal data, relevant authorisations must be kept on file (to be specified in the grant agreement) and submitted to the Agency upon request.
The consortium is collecting the statements from the designated DPO in each partner country that all personal data collection and processing will be carried out according to the GDPR and national legislation. These declarations from the designated DPO will be kept on file and submitted to the Agency upon request.”
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