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INTRODUCTION
Occupation and paid employment are essential components of adult life and major determinants of health and healthy ageing. However, in recent years there has been very limited coordination and promotion of European health research on occupation and employment. Europe currently has some of the most valuable occupational, industrial, and population cohorts worldwide. The lack of integration of these cohorts hampers the optimal exploitation of these resources, essential to underpin evidence-based interventions and policy. 

The overarching concept of the Network on the Coordination and Harmonization of European Occupational Cohorts (OMEGA-NET) has been to create a network to optimize the use of occupational, industrial, and population cohorts at the European level. Thus, the main aims have been to: 
· advance collaboration of existing cohorts, with extensive contemporary information on employment and occupational exposures. 
· advance coordination and harmonization of occupational exposure assessment efforts, and facilitation of an integrated research strategy for occupational health in Europe. 
· create an inventory including numerous cohorts with occupational information in Europe.
· implement an online interactive tool with detailed information on existing cohorts. 
· facilitate work on harmonization of occupational exposure and health outcome information and new protocols for data collection. 
· connect scientific communities on occupational health in Europe and beyond and provide networking, leadership, and training opportunities for early career researchers in occupational epidemiology and exposure assessment. 
The work performed and the development of the inventory has provided a solid foundation for an enhanced evidence base for the identification of health risks and gains related to occupation and employment with the aim to foster safe and healthy preventive strategies and policies.

GENERAL FRAMEWORK

Legal framework
All activities within OMEGA-NET have followed the General Data Protection Regulation
679/2016 (GDPR).

Ethical Framework 
The oversight of all ethical issues has been foreseen within OMEGA-NET as a separate Task on Data management and Ethics, which has undertaken data management and coordination of ethical issues. This task has provided data management and ethical oversight, analysis, and guidance on all aspects of the project, including timely detection and documentation, therefore creating an ethical ‘awareness’ layer that has pervaded all of the project activities. Moreover, this task worked to facilitate the web-based database developed in Task 1.2 and access to cohort data, ensuring that all relevant regulations are fully compliant with, including special note of the EU General Data Protection Regulation (GDPR). 

Research Integrity Framework 
In the Meeting in Barcelona in February 2018, a Draft Statement on Research Integrity (RI) 
and Responsible Research Practices in OMEGA-NET COST Action was presented. The 
presentation focused on the following points: 
· The principle of integrity in research, its history and development. 
· European approaches: e.g., European Charter for Researchers (2005), European Code of Conduct for Research Integrity (2011, 2017) and European Research Council approaches and initiatives
· Global approaches with focus on the following World Conferences having taken place up to then: 
· UNESCO-ICS (1999) World Conference on Science for the 21st Century: 
· linking science with society and human values 
· UNESCO Declaration on Bioethics and Human Rights (2005)
· 1st World Conference (Lisbon 2007) 
· - 2nd World Conference (Singapore 2010) which resulted in the Singapore 
· Statement on RI
· 3rd World Conference (Montreal 2013) which resulted in the Montreal 
· Statement on RI
· 4th World Conference (Rio de Janeiro 2015)
· 5th World Conference (Amsterdam 2017) 
· The COST Code of Conduct: “COST actors share a common set of values (COST values are openness, bottom-up networks and inclusiveness) and ethical principles that are described in the COST Code of Conduct which forms the cornerstone of everything COST and its actors do”. 
· The Draft Statement on Research Integrity (RI) as a project-specific document was finalized under the title: “Statement on Research Integrity and Responsible Research Practice in the OMEGA-NET COST Action” and was uploaded in the project’s site.

Conflict of Interest 
Situations of conflict of interest arise when a set of circumstances creates a risk that 
professional judgment, statements and/or actions will be unduly influenced by a secondary 
interest. Also, any situation that would compromise the ability of the researcher to act 
according to the principles included in this statement. All researchers and team members 
participating in OMEGA NET made sure to avoid any conflict of interest throughout the 
life cycle of this project. 
(a) Members of the research consortium were required to inform the MC of any conflicts of interest arising during the Action including of any situation competing with the role of participant
(b) If such a situation arised or was reported, the MC would decide whether a conflict of interest existed, taking account of the objective circumstances, available information and related risks. 
(c) If a conflict was confirmed, the policy to be followed would be decided by the MC.

ETHICAL ISSUES IN OMEGA-NET 
Research with cohorts gives rise to a number of ethical challenges and ramifications. Due, however, to the nature of OMEGA-NET, which focused on the creation of an Inventory and on the development of networking, such ethical issues were not a real obstacle. They do arise, though, when data collected in the initial cohorts is further processed or transferred for analysis. Such issues include the need for a lawful basis for secondary use of existing samples, ethical approvals, and above all, data sharing mechanisms.

Challenge of data sharing
The development of the searchable web-based database inventory of occupational cohorts (https://occupationalcohorts.net/) facilitates data sharing and this has indeed been a purpose of the whole project. Data sharing can take different forms such as: 
· Pooled decentralized analyses that do not require transfer of primary data using specific tools like the DataSHIELD platform. In this case cohort data remain at location, while the pooled analyses takes place centrally (analyses computer). It is a free open-source software, developed by Newcastle University UK, and takes into account relevant national and international data regulations. 
· When such pooled decentralized analyses are not possible, there is the possibility to participate via meta-analysis of cohort data. DataSHIELD, as a technology of distributed computing, which – without compromising the quality of the analysis – allows the pooled decentralised analyses without the need to have physical possession of the data, enables complete security of the data, a fact which alleviates many ethical and legal concerns.
· As a third option, where full data transfer is possible, among a more limited set of studies, a full data transfer and centralized true pooled analysis can take place where more specific modelling approaches may be used.
It is important to note that cohorts may participate in any analysis at any level of participation, each with inherent strengths and weaknesses. Overall, data sharing is highly facilitated by anonymisation and the various risk must be assessed at multiple stages (multistage assessment), as not all risks are identifiable at the outset. However, due to the nature of OMEGA-NET, which focused on the creation of an Inventory and on the development of networking, data sharing did not occur within the course of the Action.


COST Code of Conduct 2015 and data sharing
With regard to data sharing, the position of COST has been the following: 
COST recognises that the confidentiality of data and/or work may be necessary if related to the protection of the legitimate interests of COST and/or the individuals involved in COST activities. 
The COST Association encourages the dissemination of results, outcomes and impact generated by COST Actions. While the COST Association would like to direct attention to and support the protection of intellectual property, it actively promotes an Open Access policy for results and outcomes published with COST funding. 
Data sharing implies a data source, a data recipient, a sharing mechanism and increasingly open access.

Framework for data sharing: 
The Five Safes Framework has been presented as a useful approach with regard to the risk and level of re-identification of data and the way to a proper measurement:
· Safe People: knowledge, skills and incentives to use data appropriately
· Safe Projects: legal, moral and ethical considerations surrounding use of the data (regulations or legislation)
· Safe Setting: practical controls on the way the data is accessed. At one extreme: use of data in a supervised physical location. Other extreme: data downloaded from the internet 
· Safe Data: potential for identification in the data. It could also refer to the sensitivity of the data itself.
· Safe Outputs: the residual risk in publications from sensitive data.

[bookmark: _GoBack]Methodological challenges and peculiarities of birth cohort data, strengths & limitations
This was a particular issue in the work of Task 3.3 concerning employment and health of working parents, with a strong ethical aspect raised as one of three main pillars, the other two being Cross-national comparisons (differences on welfare systems, work participation, geographical heterogeneity) and Characteristics of mother-child cohorts (Life-course approach, individual data, household information, “soft” exposures/outcomes).
Younger people are especially vulnerable to changing work patterns and show high 
rates of depressive symptoms and lack of confidence in the future. In the EU, more than 
4.5 million people between 15-24 years of age are unemployed and more than 7 million 
are neither in employment nor in education or training. The EU youth unemployment 
rate is more than double the overall unemployment rate (20% compared with 9%), with 
big differences between countries. 
Mothers often fail to return to full-time work after maternity leave, thus contributing to 
the loss of talent from the workforce, women’s emancipation and gender equality, and 
economic resources. Those who go back to work are exposed to high stress levels in the 
attempt to balance conflicting responsibilities, impacting on both their health and career 
opportunities. 
During the Stockholm Meeting of 2019 a proposal was made to explore the possibility 
to exploit mother-child cohorts’ data to investigate the interplay between occupation, 
socio-economic conditions, health and work participation of parents around and after the 
birth of their children, to identify gaps in knowledge, and to devise strategies to fill them. 
The main ethical aspects of this issue concerned secondary use of data and linkage with 
registries. This topic was addressed in a paper which was published in 2021 under the title
“Working life, health and well-being of working parents: a joint effort to uncover hidden treasures in European birth cohorts” (doi:10.5271/sjweh.3980). 
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