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Abstract

Introduction: International research collaboration is increasingly valued. However, the diversity
of ethical regulations for human research across health professions education institutions (HPEI)
presents growing challenges. While international frameworks provide an ethical foundation
for human research, their interpretation and implementation vary across global, national and
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institutional levels, as well as during the ethical approval process, which poses obstacles to
international collaboration. Aim: To explore the regulations and process for obtaining ethical
approval governing human research in European HPEIs. Methods: A descriptive cross-sectional
design was used, with a web-based survey administered to Erasmus+ Programme HPEIls
(n=15) from different European countries (n=11). The survey was distributed to institutional
representatives, including administrators, representatives responsible for Erasmus+ activities and
research group leaders, who provided information on their institutions’ research ethics regulations
and practices. Descriptive statistics were used for data analysis. Results: Participating HPEIs
follow international ethics frameworks and national legislation for human research, but their
internal regulations vary. While following similar core ethical principles, differences emerged in
national legislation, institutional procedures, the ethical review process and timelines. Additionally,
as necessary background knowledge, the requirements and expectations for academic staff
qualifications and tasks vary, which, in turn, influences international collaboration. Conclusions:
Human research in participating HPEIs is framed by a combination of international, national and
institutional regulations, ethical requirements and review procedures that may vary in how ethical
requirements and review processes are organised across countries and institutions. Differences
in the regulation of human research and the ethical review process may pose challenges for
researchers, particularly in global partnerships, as they must navigate different legal standards,
unclear expectations for ethical review and administrative burdens. Improving transparency,
communication and coordination between institutions, while sharing good practices and
supporting researchers and research ethics committees (RECs), may facilitate more predictable
and ethically robust research collaboration.

Keywords
ethical regulations, human research, health professions education institutions, healthcare
education, international collaboration, research ethics

Background

Health professions education institutions (HPEIs)! play an essential role in upholding ethical
research practices in healthcare (Nott et al., 2024). Academic staff advance knowledge through
research, and students participate in research as a part of their education, developing key research-
related competencies such as critical thinking, analytical reasoning, ethical awareness and collabo-
rative skills under the guidance of experienced supervisors. Alongside academic universities,
applied research plays an increasingly important role in universities of applied sciences (UAS),?
higher education institutions focused on professional education and applied research, in healthcare,
addressing societal needs, advancing evidence-based practices and ensuring that healthcare inter-
ventions are effective and meet community needs (Coombs and Meijer, 2021; Santos, 2022).
However, as research institutions, HPEIs often face challenges such as limited funding and
resources, lack of labs, high workload, staff scarcity (Cavallaro, 2024), and pressure to publish
(Golhasany and Harvey, 2022; Johann et al., 2022). Although HPEIs as teaching-focused institu-
tions have limited research resources, these challenges may be even greater in fields that require
substantial clinical education commitments (Lepori and Kyvik, 2010).

To overcome these obstacles, collaboration between HPEIs is crucial. International collabora-
tion has become increasingly important during the last 15years for HPEIs to strengthen their
research capacity and address challenges in healthcare (Lepori and Kyvik, 2010). Internationally
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standardised healthcare education provided by HPEIs provides a strong foundation for collabora-
tion, thereby promoting student and staff mobility and collaboration in teaching, research and
innovation (European Ministers of Education, 1999; Heiser, 2023; European Commission, 2017).
Such collaboration enables institutions to apply for global research grants and gain credibility
when seeking large—scale funding (Heiser, 2023).

However, various challenges have been addressed in the context of international collaboration
(Varshney et al., 2016), including differences in regulatory approaches, governance structures and
ethical review processes across institutions, which may affect how researchers interpret and fulfil
ethical requirements (Dovey et al., 2011; Hemminki, 2016; Rikkert et al., 2005; Timmers et al.,
2020). The understanding of which research involving human subjects requires ethical approval
varies by country and institutional level owing to differences in the classification of interventional
studies (Rikkert et al., 2005; Timmers et al., 2020), the assessment of participant vulnerability, and
what additional ethical safeguards are required (Council for International Organizations of Medical
Sciences (CIOMS) and World Health Organization (WHO), 2016).

In European countries, research ethics regulations and ethical review processes, for human
research particularly, are broadly guided by common principles set by the European Union (EU)
and international regulations such as the European Code of Conduct for Research Integrity (All
European Academies (ALLEA), 2023), General Data Protection Regulation (GDPR; European
Parliament and Council of the European Union, 2016), Clinical Trials Regulation (EU) No
536/2014 (European Parliament and Council of the European Union, 2014), the Oviedo Convention
(Council of Europe, 1997) and the Declaration of Helsinki (World Medical Association, 2025).
While international guidelines provide a universal ethical foundation for the governance of human
research, each country interprets and implements these principles in ways that reflect its own laws,
culture and social norms. Some institutions follow strict national regulations or inter—institutional
agreements (INGENIUM, 2025), and others incorporate additional institutional practices that may
impact research workflow (European Network of Research Ethics Committees, n.d.). Consequently,
variation may occur not necessarily in the fundamental ethical principles themselves, but in how
these principles are interpreted, implemented and operationalised through national and institu-
tional governance systems. Even institutions in the same country following the same global and
national standards may apply research ethics requirements and organise ethical review processes
differently in practice (Veerus et al., 2014).

Variation is also evident in the organisation and implementation of the ethical review process.
While some HPEIs have institutional Research Ethics Committees (RECs) to review research pro-
posals, others utilise national or regional RECs and some combine different level RECs (European
Network of Research Ethics Committees, n.d.; Timmers et al., 2020). Combining institutional and
national/regional REC structures may involve shared responsibilities, where institutional RECs con-
duct internal assessments and external RECs provide additional review or oversight for specific
categories of research. Alternatively, institutions may rely on external REC review while maintain-
ing internal procedures for research ethics assessment, monitoring and researcher guidance. These
different governance arrangements influence how researchers navigate ethical review requirements.
Variation in ethical regulation can therefore occur in the organisation and implementation of ethical
review processes, including application procedures, decision-making structures, transparency of cri-
teria, communication with researchers and available support mechanisms (Hemminki, 2016;
Vadeboncoeur et al., 2016). Approval timelines may vary from 1 to 2 months to up to 1 year (Timmers
et al., 2020; Veerus et al., 2014). Such variation may create uncertainty regarding applicable ethical
review pathways, increase administrative demands, affect project timelines and influence the feasi-
bility of international research collaboration (Potthoff et al., 2023). As a result, research deemed
ethically sound in one country may require different ethical considerations in another.
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In many European HPEIs, undergraduate and postgraduate students are involved in conducting
research as a part of their education, for example through thesis projects or supervised research activi-
ties. However, the extent to which students are expected or required to undertake research varies
across countries and educational systems. Differences in ethical review requirements and processes
may therefore delay students’ research activities or even completion of their studies. Variations in
ethical regulation and the ethical review process pose challenges for researchers and supervisors
involved in international research collaborations, particularly in obtaining ethical approval and secur-
ing funding, as our illustrative cases (Appendix 1) show. These cases illustrate how differences in
national ethical requirements can complicate international research collaboration, even when involved
parties follow the same fundamental ethical principles. Furthermore, they impact research efficiency,
quality, compliance and ethical rigour (Veerus et al., 2014). To address these challenges, it has been
suggested that greater transparency in ethical review requirements, sharing good practices, support-
ing researchers and RECs and simplifying ethical review processes by strengthening the capacity of
research ethics committees may enhance international research collaboration (Glasziou et al., 2021).

The field of research ethics and human research has received significant attention over the
years. While obstacles and issues regarding international research collaboration have been identi-
fied (Varshney et al., 2016), including some country-based (Vadeboncoeur et al., 2016) and inter-
national comparisons (Dovey et al., 2011; Hemminki, 2016; Rikkert et al., 2005; Timmers et al.,
2020), there remains a scarcity of knowledge about how HPEIs across and within countries imple-
ment and manage research ethics governance, including ethical review procedures and institutional
practices. This study provides a perspective across multiple European HPEIs involved in
Erasmus+ Programme collaborations, a European Union initiative that supports international
cooperation, mobility and collaborative projects in education, training, youth and sport among
participating institutions. The ultimate aim is to support HPEI researchers in international collabo-
ration and in navigating cross-country ethical requirements and review processes.

Aim and research questions
The study aims to explore practices in European HPEIs for obtaining ethical approval governing

human research. The main research questions were:

e What regulations do HPEIs follow in human research?
e How do HPElISs in different countries organise ethical approval for human research?

Method
Study design

This study employs a descriptive cross-sectional study design (Zangirolami-Raimundo et al., 2018)
to describe and compare the ethical review processes and regulations governing human research
across European HPEISs.

Participants

The study’s target population consisted of Erasmus+ partner higher education institutions within
the Tartu Applied Health Sciences University (TARTUH) as the coordinating institution’s network.
The Erasmus+ Programme is an EU initiative that supports education, international collaboration
and student and teacher mobility. Erasmus+ is not a directly research-focused programme, but it
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enhances international collaboration and networking between academics and researchers, which is
often a foundation for further research collaboration between HPEIs. The programme supports col-
laborative, interdisciplinary research aimed at driving educational innovation, developing skills
and managing societal challenges. It prioritises research projects between partner institutions,
international knowledge exchange and the production of practical outcomes that align with educa-
tional goals. While emphasising applied research, the Erasmus+ Programme has a strong focus on
innovative, transformative educational approaches (European Commission, 2025).

The study used a convenience sampling approach (Etikan, 2016), and recruitment began with
the leading partner TARTUH sending a research invitation to all its Erasmus+ Programme partner
HPEIs (n=60) belonging to 22 European countries. The target population of the study consisted of
HPEIs offering nursing, midwifery, radiography, biomedical laboratory science or physiotherapy
programmes, which are primary programmes in which students are involved in conducting research
projects, including human research, as an integral part of their curricula. In these disciplines, aca-
demic staff also actively supervise student research involving human participants. By focusing on
programmes that train students to design and conduct research, the study captures ethics review
and coordination processes in contexts where they are directly relevant.

The invitation letter was initially sent to administrators or representatives responsible for man-
aging Erasmus+ activities within their institutions, or to research group leaders who collaborated
in seeking funding for the Erasmus+ research ethics project. In the invitation, it was requested that
primary recipients forward it to the most appropriate person within their institution who could
provide detailed information on the ethical review process for human research. This could include
lead persons, faculty members or other positions involved in research.

Data collection

The data were collected with a web-based questionnaire available in TARTUH’s LimeSurvey
(LimeSurvey GmbH) 11.11-10.12.2024. The questionnaire was created for a larger study by the
members of the research group of TARTUH. The questionnaire consisted of 21 questions: seven
covering the ethical review process and the applicable regulatory documents that underpin human
research, and eight regarding theoretical and practical preparedness in research ethics that health-
care programmes include in the participating HPEIs. Of these 15 questions, 14 were multiple-
choice questions, and one was an open-ended question. Multiple—choice questions included
open-ended commentary options to enrich the collected data. The remaining six questions were
concerned with general information about the participating HPEIs.

Data analysis

The collected data were transferred from LimeSurvey to Microsoft Excel for Microsoft 365
(Version 2511), where they were reviewed by the research team. In cases where responses were
incomplete or unclear, participating HPEI representatives were contacted for clarification to sup-
port the accuracy of the data. Data were entered and analysed using Microsoft Excel.

To address the aim of this paper, data from five questions were analysed. The questions focused
on institutional procedures for the ethical review of health research involving human participants.
Specifically, the survey examined (i) which health research generally requires approval from REC
in accordance with institutional regulations, (ii) which international, national, and institutional doc-
uments are used to guide research involving human participants, and (iii) the average time required
for the REC approval process. In addition, information was collected on (iv) whether the participat-
ing institution has its own REC and, where applicable, (v) on the specific role and responsibilities
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of the institutional REC. The responses were analysed to provide an overview of institutional prac-
tices and approaches to the ethical review and governance of health research involving human par-
ticipants. As an addition, background information was collected on the educational and research
context of the participating institutions, including healthcare curricula and study levels offered, and
the nature of theses, as well as academic positions for which research and thesis supervision are
required by the job description, including the corresponding required academic degrees.

The results are presented using descriptive statistics and counts (n) to summarise participants’
responses. Due to the small sample size (n=15), no inferential statistical analysis was conducted.

Ethical considerations

The study adheres to the principles of good research practice (All European Academies (ALLEA),
2023). According to the research governance procedures of the coordinating institution, formal
approval from a research ethics committee was not required for this study. The individuals com-
pleting the questionnaire acted as institutional informants in their official roles and provided infor-
mation about organisational practices and procedures. The study procedures were reviewed and
endorsed by the Research and Development Council of TARTUH (protocol nr 1.1-2/26/95), the
leading institution for the study, which confirmed that the study procedures complied with applica-
ble ethical and research governance requirements. All participating institutions provided written
and signed official confirmation of their participation in the study, ensuring that the data submis-
sion complied with institutional procedures. The study did not involve intervention, access to pri-
vate information or collection of sensitive personal data as defined by applicable data protection
requirements, including the GDPR. Personal contact details (names, positions and email addresses)
of institutional informants were collected solely for communication and study coordination pur-
poses and were not used as research data or included in the analysis. Before commencement of the
survey, institutional informants were provided with information about the study’s aim and the data
protection measures. At the end of the questionnaire, they confirmed their agreement to participate
in the survey. The results are presented only in aggregated form and are not attributed to individual
HPEIs. The data were collected and stored securely on the TARTUH secure server and accessed
only by authorised researchers involved in the study.

Results

Participants

A total of 15 HPEIs (Appendix 2) from 11 countries (Austria, Croatia, Czechia, Estonia, Finland
(n=2), Greece, Italy (n=2), Latvia (n=2), Lithuania (n=2), Portugal and Slovenia) (Figure 1)
participated. The most frequent healthcare programmes offered at Bachelor’s (BA) levels included
physiotherapy (n=11), nursing (n=9), radiography and biomedical laboratory assistance (both
n=_8). At the Master’s (MA) level, the most frequently offered programmes were nursing and
physiotherapy (both n=6) (Appendix 2). The included HPEIs offer Bachelor’s (n=15) and Master’s
(n=9) programmes, in which students must write a thesis as part of the curriculum. These could
comprise a literature review (Bachelor’s level n=14, Master’s level n=9), case study (n=11 and
n=9), empirical study (n=13 and n=9), development project® (both n=8) or treatment manual
(n=2and n=1). In nearly half (n="7) of the participating HPElISs, all academic positions or research-
ers have that requirement in their job description. Some HPEIs require at least a Master’s (n=3) or
PhD (n=3) degree for research management positions, although in a few HPEIs (n=2) there are
not any degree requirements for research positions.
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Regulation of human research

The HPEIs reported following both international (n=13) and national legislation (n=10) to
ensure the ethical conduct of human research (Table 1). International frameworks and agree-
ments such as the GDPR (European Parliament and Council of the European Union, 2016), the
Declaration of Helsinki (World Medical Association, 2025), the European Code of Conduct for
Research Integrity (All European Academies (ALLEA), 2023), and the Oviedo Convention
(Council of Europe, 1997) were followed to ensure that research involving human participants
is conducted ethically, with respect for individuals’ rights and privacy and in compliance with
international human rights standards. The HPEIs follow various national regulations that frame
good clinical and scientific practices, data processing, patients’ rights and recommendations
from RECs. In addition, over half of the HPEIs (n=9) reported to have institution-level research
ethics documents, such as a research policy, guidelines for conducting research involving humans
or recommendations for researchers. These HPEIs also required specific documents to be sub-
mitted for ethical review, including research applications, study protocols or plans, data manage-
ment and protection plans, participant information sheets and consent forms, privacy statements
and other study-related materials. One HPEI reported that it had no specific institutional regula-
tion or formal guidance for this process.
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Table 1. Research ethics governance approaches and ethical review processes for human research.

Research ethics governance approaches and ethical Intra—country differences
review requirements HPEls (n) (n) between HPEIls

Sources of guidance for human research ethics

National regulations or requirements 10 3
International ethical frameworks and guidelines, including 13 3
Oviedo Convention 2

General Data Protection Regulation
Declaration of Helsinki
European Code of Conduct for Research Integrity
Institutional regulations or requirements
Ethical review requirements for research involving humans
Mandatory ethical approval 13
Not mandatory | |
Not specifically regulated |
Estimated duration of the ethical approval process

O AN OU;

Up to | month 6
2-3 months 6
4-5months 3

HPEls: health professions education institutions.

Ethical review process

In most of the HPEIs (n=13), ethical approval for research involving humans is mandatory, but in
a few cases, this is not required (z=1) or not explicitly regulated (n=1). The approval timelines
across participating HPEIs vary, ranging from 1 month (z=06) to 2—3 months (n=6) and 4—5 months
(n=3). However, the exact length of the process is influenced by both the complexity of the study
design and the quality of the submitted application. Studies involving vulnerable populations,
interventions, experimental designs or complex procedures typically require more extensive
review. The clarity and completeness of the application, including the description of study proce-
dures, may also influence the duration of the process, as unclear information may require further
clarification or revisions. Most of the HPEIs (n=13) reported having their own institutional REC,
which primarily coordinates research applications (n=11), addresses research ethics issues, includ-
ing plagiarism (n=9) and provides advisory services to researchers (7=10). Other HPEIs (n=2)
submit the research proposals to regional or national RECs for approval. Some HPEIs have estab-
lished internal advisory boards or working groups on research ethics (#=2). While these bodies do
not issue formal ethical approvals, they play an important role in promoting ethical research con-
duct within the institution. Their responsibilities include advising researchers on ethical issues,
supporting the preparation of applications for formal ethics review and fostering a culture of ethi-
cal awareness in research practices.

Discussion

This study aimed to examine the research ethics governance approaches and regulatory frame-
works reported by HPEIs to guide the planning and implementation of human research and the
organisation of the ethical approval process. International collaboration is increasingly expected
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from HPEIs to enhance research capacity and improve research quality. However, differences in
ethical governance approaches and processes for obtaining ethical approval can challenge interna-
tional collaboration. The findings highlight the universal yet diverse ethical landscape of human
research governance in HPEIs. While all European countries are expected to follow the same basic
international regulations as the foundation for human research, the present study indicates varia-
tion in the reported approaches of HPEIs to navigating national and institutional requirements for
human research ethics.

The findings suggest that, despite shared ethical principles, participating HPEIs operate within
diverse research ethics governance contexts. This is consistent with previous European compari-
sons demonstrating that ethical review systems differ in their structure, level of centralisation and
procedural requirements (Hemminki, 2016; Veerus et al., 2014). In the present study, HPEIs
reported consulting different combinations of national legislation, international ethical frame-
works, data protection requirements and institutional policies when planning and conducting
human research. Some HPEISs also reported having their own institutional regulations or guidelines
governing research involving humans. Similar differences in national ethical review structures and
approval requirements have been reported previously, suggesting that variation in governance
approaches is a persistent feature of European research ethics systems (Hemminki, 2016; Veerus
et al., 2014). These findings should not, however, be interpreted as demonstrating substantive dif-
ferences between the regulations themselves or differences in institutional adherence to them, as
the content of the relevant regulations was not analysed. Rather, the findings indicate variation at
the level of reported governance arrangements and sources of guidance used by participating
HPEIs. Previous studies have shown that differences in national ethical review structures and regu-
latory environments may create challenges for international research collaboration. Such varia-
tions have been identified as an obstacle to international research collaboration, particularly when
research governance areas are not covered or are addressed differently in the legislation of collabo-
rating countries (Veerus et al., 2014). The variation observed in the present study may therefore be
particularly relevant when institutions from different governance contexts collaborate in interna-
tional research.

Differences were observed in how HPEIs organise ethical review processes, including proce-
dures, required documentation and estimated approval timelines. This aligns with previous studies,
which have reported considerable variation among European countries and research centres in
submission processes, approval requirements and the degree of centralisation in ethical review
(Hemminki, 2016; Timmers et al., 2020). Nevertheless, institutional RECs might be more likely to
face conflicts of interest, especially in small institutions. RECs must be independent, but it is hard
to ensure independence and avoid conflicts of interest in a small institution. In contrast, reliance on
external bodies may result in longer approval timelines due to broader administrative procedures,
as noted in a multicentre study (Timmers et al., 2020). In our study, however, the variation in aver-
age reported review timelines among HPEIs was less pronounced than in some earlier reports
(Timmers et al., 2020; Veerus et al., 2014). These differences are not only international but can also
occur within countries, as our study shows. Similarly, a study in England documented striking vari-
ation among 101 universities in how they reviewed the same student-focused research project
(Vadeboncoeur et al., 2016).

Our study suggested that researchers may need to navigate differing expectations regarding
which types of studies require ethical approval. This observation is consistent with previous
research showing that interpretations of which studies require ethical review may differ depending
on national context, institutional policies and research characteristics (Rikkert et al., 2005; Timmers
et al., 2020) and may create challenges for international research collaboration (Timmers et al.,
2020). It can be particularly confusing when HPEIs lack clear institutional guidance on when
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ethical approval is required and how the ethical review process should be conducted, as our study
shows. Therefore, researchers may encounter different ethical review pathways for similar types of
research depending on the institutional and national context. This can complicate collaborative
efforts involving multiple partners, as researchers may need to undergo several parallel approval
processes, each with its own documentation and procedural requirements, which adds administra-
tive burden and can impact project timelines (Timmers et al., 2020). Additionally, differences in
ethical review pathways and institutional requirements may complicate the coordination of partici-
pant protection and data management procedures across study sites. Addressing these challenges
requires practical solutions that make international research collaboration easier and more predict-
able. For researchers, navigating the complex mix of national laws, institutional policies and inter-
national standards can be challenging, especially when requirements vary by study focus, location
or data involved, or when no precise requirements are specified. Understanding the local legal
context is essential, but it can further increase researchers’ administrative workload. Therefore, as
international collaboration becomes increasingly common among HPEIs, greater clarity and coor-
dination of ethical review requirements across institutions and countries may facilitate collabora-
tive research (Veerus et al., 2014).

Potential approaches to improving international collaboration include increasing transparency
in ethical review requirements, sharing best practices and developing resources to support research-
ers and RECs in navigating diverse governance contexts while respecting local requirements. A
notable example is BBMRI —ERIC’s Ethical, Legal and Societal Issues (ELSI) support in the
biobanking field, which facilitates the exchange of best practices, templates and resources among
biobanks and provides an ELSI helpdesk (BBMRI-ERIC, n.d.) for researchers to submit inquiries.
Joint training for both researchers and ethics committee members could also strengthen shared
understanding of international standards and build stronger foundations for collaboration. Such
approaches would not require identical ethical review systems across countries but could facilitate
more predictable and efficient collaboration by helping researchers understand and manage differ-
ent ethical governance requirements.

An additional observation emerging from the study was variation in how HPEIs define research-
related responsibilities for academic staff and students. While students in all participating HPEIs
conduct research and write theses as part of their studies, the role and scope of these research
activities vary across institutions. Differences in thesis requirements and permitted research meth-
ods may influence the extent to which students encounter ethical review procedures and require
guidance on research involving humans. Differences in the role of student research, in the educa-
tion regarding ethical implications of their thesis and requirements for academic staff involvement
may also influence how research ethics processes are implemented within HPEIs. This is also
consistent with previous research showing variation in how students are prepared to address
research ethics (Papastavrou et al., 2025). For example, when student research is an integral part of
degree completion or when specific staff qualifications are required to supervise research, institu-
tions may need to establish clear guidance on ethical review responsibilities and procedures.
Moreover, with the expected expansion of advanced research pathways in postgraduate education,
including opportunities to engage with patients internationally, manage complex clinical needs,
and undertake advanced research activities, these challenges may become even more pronounced
(Dimonte and Saiani, 2026). Although institutional differences in staff qualification requirements,
student research requirements and procedures are unlikely to be fully eliminated across HPEIs,
greater transparency regarding institutional expectations, clearer guidance on research ethics
responsibilities and effective communication between collaborating partners may support research-
ers in navigating these differences.
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Overall, the findings suggest that variation in research ethics governance among HPEIs does not
necessarily represent a lack of ethical commitment or inconsistent standards. Rather, it may reflect
different institutional and national approaches to organising ethical review and supporting respon-
sible research practices. Recognising these differences while improving transparency and coordi-
nation may help facilitate more efficient and ethically robust international research collaboration.

Strengths and limitations of the study

Involving HPEIs from multiple countries provided a valuable comparative perspective on how
Erasmus+ Programme partners with a healthcare focus reported research ethics governance prac-
tices and sources of guidance within their unique national and institutional contexts. This helps
highlight common challenges and areas that deserve further attention to strengthen ethical human
research and support international collaboration. At the same time, the relatively small number of
participants limits the generalisability of the findings. It is also possible that the institutions that
chose to take part were already more active or interested in research ethics, which could mean the
study reflects more examples of good practice than might be typical (Althubaiti, 2016). Moreover,
the participating HPEIs were not evenly distributed across Europe, with some regions more
strongly represented than others. The uneven geographical distribution of participating HPEIs rep-
resents a limitation, as it may introduce regional bias and limits the generalisability of the findings
across the European context. Furthermore, the sampling frame was restricted to Erasmus+ partner
HPEIs within the network of coordinating institution. Consequently, the participating institutions
may not represent the full diversity of HPEIs across Europe.

The questionnaire used in this study was developed specifically for this study, which may limit
its validity, comparability with other studies and the generalisability of the findings (Rattray and
Jones, 2007). In addition, the descriptive design and structured data collection may not have cap-
tured contextual and experiential factors that influence research ethics practices in HPEISs, such as
institutional culture, stakeholder perspectives and informal decision-making processes. Another
limitation is that the study relied on responses from designated representatives of participating
HPEIs, and the researchers did not control which individuals completed the questionnaire.
Therefore, responses may have reflected the respondents’ individual knowledge and interpretation
of institutional practices rather than providing a complete representation of all perspectives within
the institution (Althubaiti, 2016). The content of the national and institutional regulations, policies
and guidance documents reported by participating HPEIs was not independently analysed.
Therefore, the study cannot determine the substantive similarities or differences between these
documents or assess institutional compliance with them.

Conclusions

The HPEIs in this study are guided by international, national, and institutional frameworks for
human research. Although these are grounded in shared ethical principles, the findings suggest that
research ethics governance varies across participating institutions, particularly in sources of guid-
ance, ethical review and institutional procedures. Such variation may contribute to additional
administrative work and challenges in international research. Early exchange of institutional
requirements between collaborating partners could help identify differences, align expectations
and make research ethics processes more consistent and easier to navigate.

Ethical approval procedures also appear to vary across participating HPEIs, with some relying
on institutional RECs and others on national or regional bodies. These differences may increase
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administrative complexity, particularly in international collaborations. Greater dialogue between
institutions, shared templates and guidance and appropriate mutual recognition approaches could
support more transparent, coordinated, and predictable ethical review processes
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Notes

1. Any institution, whether an academic university, applied sciences university, university college or
another type of educational institution as named according to local traditions, that offers at least one
bachelor-level curriculum in a healthcare-related field.

2. Universities of applied sciences (also known in some countries as professionally oriented higher edu-
cation institutions) emphasise professional education, close collaboration with employers and applied
research, in contrast to the traditionally research-intensive mission of academic universities.
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3. In this study, a development project refers to a student-led project conducted as part of the completion
of a study programme, where students identify a practice-based problem, apply evidence-based knowl-
edge to plan a solution or improvement and develop a project proposal to address the identified need. In
health professions education, such projects support the integration of theoretical knowledge with prac-
tice development and strengthen students’ research and evidence-based practice competencies.
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Appendix |

lllustrative cases about difficulties in international research collaboration due to
inconsistencies in the approach to research ethics

lllustrative case |. Two HPEIs in different countries plan a joint qualitative study to interview
nurses about workplace experiences, recruiting participants via social media. Both research teams
fully adhere to research ethics principles, including informed consent, confidentiality and secure
data handling.

A key challenge arises from differing national regulations regarding ethical approval:

e Country A: Any study involving human participants and qualitative interviews requires
approval from the national ethics committee. The process typically takes at least 2 months.

e Country B: No national ethics approval is required for interviews with competent adult
professionals, such as nurses; local institutional guidelines and informed consent are
sufficient.

As a result, the team in Country B can begin recruitment immediately, while the team in Country
A must wait for committee approval. This regulatory mismatch creates practical difficulties, includ-
ing potential delays, imbalanced data collection and additional coordination to ensure the study
design, instruments and consent procedures remain harmonised across countries.

lllustrative case 2. A research team at university A developed and validated a survey to assess nurs-
ing students’ clinical decision-making skills. The university’s research ethics committee (REC)
approved the tool and the study.

When the researchers attempted to collect data at university B, located in the same country, its
REC declined approval, arguing that some survey items could cause unnecessary stress for first-year
students. As a result, the researchers were permitted to collect responses only from university A.

Because the final sample size was much smaller than initially planned, the study may have
missed essential differences between the two institutions, potentially affecting the reliability and
generalisability of the results.

lllustrative case 3. As part of a European Erasmus+ project, a pilot study was carried out involving
students and healthcare professionals from several partner countries. The study was non-interven-
tional and non-experimental, with voluntary participation and data collection via questionnaires. In
accordance with the project protocol, ethical procedures were coordinated by the lead country
researchers, who submitted the relevant documentation to an institutional REC. This committee,
responsible for the assessment of non-experimental studies, provided a favourable opinion within
a defined timeframe.

However, due to different interpretations of national ethical regulations, the following situations
occurred:

o Researchers from the lead country requested ethical approval on behalf of all partners and
obtained it through its institutional REC.

e Researchers in the second country had to submit the study for independent review by their
own REC. This was necessary because local regulations required approval from a national
REC, rendering the lead country’s approval invalid.
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o In the third country, ethical approval for non-interventional observational studies was not
required and the researchers in that country were able to start data collection immediately.

e Researchers in the fourth country, although legally required to obtain REC approval,
considered the process too burdensome. To avoid it, the researchers proposed modifying the
questionnaire by removing certain sensitive demographic questions and requested that all
other partners adopt the same reduced version to avoid triggering ethical review require-
ments in their own countries.

These differences in ethical requirements and national interpretations resulted in: (a) Extensive and
complex discussions on the most appropriate ethical approach; (b) Deviations from the original
research protocol, which clearly stated the need for ethical approval; (c) Reduced the quality and
scope of collected data, particularly regarding demographic information, due to the adoption of a
shortened questionnaire.

lllustrative case 4. Two HPEIs from different countries collaborated to conduct a comparative study
examining healthcare students’ perceptions of mentoring during clinical placements. Both institu-
tions adhered to national and institutional research ethics principles, ensuring informed consent,
voluntary participation and anonymity.

The key challenge arises from different requirements for data protection and assessment of the
ethical status of research participants:

e Country A: The institutional Bioethics Commission classified these participants as poten-
tially vulnerable groups and required additional approval from the regional Bioethics
Committee, enhanced management oversight and stricter data anonymisation. Also, in
accordance with national data protection law, signed written consent forms and individual
data retention declarations for each participant were required.

e Country B: Ethics permission was granted based on common consent forms and a uniform
description of data processing, without additional requirements or classification of
vulnerabilities.

Due to these differences, the research team in Country A had to postpone data collection until
approval from the regional Bioethics Committee for all consent and data protection forms had been
obtained. In contrast, the team in Country B was able to start the study earlier. This discrepancy
required additional coordination to harmonise documentation and ensure that the final data met the
ethical and legal requirements of both countries.
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