Attachment 2: Problematic areas
Problematic area 1: Research methodology

Background information

Different research methods and study designs are used in health professions education research. The
methods predominantly come from the fields of social science and education science. Each study
design and each method poses its own ethical challenges. To recognize these challenges and handle
them properly, scientists need to have expertise and experience with the intended study design and
methods.

Ethical research aspects in this area

Research question(s)

Brief description: The research question(s) is/are at the heart of the study and is/are strongly
indicative of the methods for data collection and analysis. The formulation of a relevant research
guestion takes time and requires thorough groundwork in the form of a literature review. A research
question is relevant when there are no findings, or only few or outdated findings concerning the
research topic in the current literature and when it can be shown, based on the literature, that
answering the research question will contribute to the body of knowledge in education research
and/or improve education in the health professions.

Researchers' methodological competence

Brief description: In order to recognize the ethical aspects of a study design and the research
method(s) and handle them properly, it is necessary to have accurate and detailed knowledge and
basic experience with the design and methods. Furthermore, reliable results can only be obtained if
the researchers have the commensurate methodological competence.

Bias

Brief description: The aim of health professions education research is to produce reliable and
trustworthy results that contribute to high-quality education and/or further develop and advance
education. Researchers should therefore take precautions to keep any bias as slight as possible.

Study protocol

Brief description: The study protocol contains a detailed study plan. It serves not only to reduce bias,
but also to improve the reproducibility and consistency of the methods. Changes to this document
must be recorded and justified. Publishing the study protocol increases the certainty that the
researchers will follow the planned procedure. Thus, it is not only clear how the results were arrived
at, but the researchers are also required to justify any modifications to or deviations from the study
procedure and/or methods. This encourages adherence to ethical research practices.
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Problematic area 2: Compliance with laws and guidelines

Background information

Guidelines, laws and regulations are the operationalization of ethical and moral principles.
Researchers must follow locally valid laws, guidelines and codes of practice. Additional standards may
be relevant in the case of joint projects. A basic tenet of research is that harm should be avoided to
the greatest extent possible and that risks should only be taken if the potential benefits to the
individual and society outweigh them. Education research, however, poses its own risks.

Ethical research aspects in this area

Lack of knowledge about regional laws and regulations
Brief description: It is possible that researchers are not sufficiently informed about the specific legal
requirements that apply in their region or to their study.

Insufficient information given to the participants
Brief description: It is possible that participants are not informed in enough detail about the study, its
procedure or the potential advantages and disadvantages.

Data collection and pseudonymization

Brief description: The gathering of non-anonymous data, such as images, videos or audio recordings,
and exact transcriptions (including any potential conclusions based on specific language or slang), can
reveal the identities of the participants, even when pseudonyms are used.
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Secondary data and consent
Brief description: The challenge when using secondary data is to ensure that consent has been
obtained from the affected individuals and that ethical standards are followed.

Insecure online surveys and data storage locations
Brief description: The use of insecure online surveys or untrustworthy data storage locations can
pose risks to the participants' security and privacy.

Handling of social media in research
Brief description: Lack of clarity on the rules for handling social media in research projects can lead to
ethical issues, especially in regard to data protection and participant consent.

Transparency in research

Brief description: The failure to include responsible individuals (e.g., the staff council in the case of
employee surveys; the quality management team or institutional management in the case of student
evaluations).
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Problematic area 3: Good scientific practice

Background information

As in other scientific disciplines, it is also important for health professions education researchers to
participate in the academic discourse and publish their research findings. To begin with, the target
audience needs to be informed about the research results; and furthermore, the current body of
knowledge on the various topics is meant to be expanded and augmented. The publication of study
findings contributes not only to an improvement in education in the health professions, but also to
the further development of the field of education research. Ethical aspects must also be taken into
account when publishing.
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Ethical research aspects in this area

Authorship

Brief description: Authors are the individuals who have made a real and visible contribution to the
content of a publication, e.g., by collaborating on the development of the research project, gathering
or analyzing data and/or writing the paper. This rules out honorary authorship, co-authorship on the
basis of leadership function, and including an author because of their prominence in a field of
research. If the individuals participating in the research have conflicts of interests, these must be
disclosed in the publication (see conflicts of interest ); ghostwriting is thus not an option.

Writing the paper

Brief description: As mentioned in the background information for this problematic area, there are
various recommendations that provide information on the structure and content for the intended
publication. Generally, both the methods and the results must be presented without alterations so
that others can arrive at an overall and, above all, undistorted understanding of the research subject
matter.

Citation

Brief description: As part of a study, health professions education researchers delve into the literature
on a research topic. Relevant content in other papers is included in the publication of their own study
results so as to embed their research in the scientific discourse, document their line of argumentation
and make their views clear.

Conflicts of interest

Brief description: Conflicts of interest on the part of health professions education researchers must be
disclosed so that the results of a study can be assessed appropriately. An education researcher's
primary interest should be to objectively investigate the research subject matter and report the
results in an unbiased manner. However, it is possible that secondary interests influence the research
activities. Possible secondary interests include: economic or personal connections to businesses or
institutions for whom the study is relevant, as well as political, academic or personal interests that
concern the paper.

Submitting a paper for publication
Brief description: Attention must also be paid to the integrity and transparency of the research when
submitting a paper to a professional journal.

Availability of research data

Brief description: Comprehensibility and reproducibility are meant to be increased by making
research data (publicly) accessible. The range of the research data can also be increased. The FAIR
Guiding Principles (Findable, Accessible, Interoperable, Reusable) should be followed when making
research data available.
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Problematic area 4: Competence of ethics committees

Background information

Ethical review by an ethics committee is necessary when, e.g., several institutions collaborate on a
study, an experimental study design in involved, generalizable results are aimed for and the results
are intended for publication. The assessment of an ethics committee is desirable if an evaluation is
involved that contributes to improving teaching or research on/with people in a normal educational
setting and anonymized data is collected. Most professional journals usually require proof of ethical
approval for all studies on humans. If no ethical review is possible, then it is common to present
complete and exact information on how participants were treated.

Ethical research aspects in this area

Lack of rules and guidelines for approving studies in health professions education research

Brief description: The responsibility for conducting ethically correct research lies with the researchers.
The responsibility for deciding which papers get published lies with the responsible individuals at a
professional journal. The ethics committee needs to have expertise in education research.

Aptitude of local ethics committees

Brief description: The suitability of local (medical) ethics committees to review and approve studies in
health professions education research is unclear. However, an independent review of education
research studies in the health professions is needed. The approving body should possess subject
matter competence in education research.

Refusal to review by the competent ethics committee

Brief description: For various reasons it is possible that a review cannot be undertaken by the
competent ethics committee or that it declines to conduct a review. This can pose an obstacle to the
course of the study and/or publication.
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Problematic area 5: Students as a vulnerable group

Background information

Students and trainees in the health professions may exhibit certain characteristics that make them
vulnerable and in need of protection under research conditions. It is important to consider the
research context, the type of study and the individual circumstances of the potential participants and
study participants.

Ethical research aspects in this area

Psychological stress and health
Brief description: Students and trainees can be more susceptible to stress and mental health issues
compared to the general public because they are often under pressure to perform.

Pressure to participate and coercion
Brief description: Peers and the surrounding environment can exert strong pressures to participate in
studies or research activities, especially if these take place in connection with required courses.

Power imbalances and hierarchies

Brief description: The existing power imbalance between teachers/researchers and students/trainees
can lead to an unequal relationship in which the students/trainees may not feel free to express their
opinions or to refuse to participate in a study.
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Possible disadvantages of participation

Brief description: Participation in studies can have negative consequences, for instance, success in
learning and on exams can decrease, time can be lost, study participation can cause emotional stress
due to the treatment of sensitive topics or have physical effects as a result of examinations
performed on one's own body.

Lack of compensation and confidentiality

Brief description: A lack of compensation for potential disadvantages, particularly in the case of
studies that take place during the semester and involve required courses, as well as a lack of
confidentiality about participation can put additional stress and pressure on students.

Risk of stigmatization

Brief description: Individuals and groups of people may be stigmatized by the collection and analysis
of sensitive data. There is the risk of discrimination. The risks and benefits need to be weighed
against each other prior to publication.

Need for fairness, diversity and integration
Brief description: It is necessary to ensure fairness, diversity and inclusion when recruiting
participants, and collecting and analyzing data.

Incentives for study participation
Brief description: Reward/incentives for study participation can increase the pressure on individuals
who are interested and those who are not interested in participating in the study.

Scheduling the data collection
Brief description: The time point of data collection, especially if it is just before important
assessments, can cause additional stress and lower willingness to participate.
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Problematic area 6: Dealing with other study populations

Background information

Not only are data on students/trainees in the health professions important for health professions
education research, but also data from other study populations. When dealing with other study
populations, challenges and barriers may arise and which researchers will have to manage.

Ethical research aspects in this area

Patients
Brief description: Patients may be study participants or indirectly affected by the study. In both cases,
researchers face a wide variety of challenges to ensure safety, privacy and data protection.

Teachers
Brief description: Teachers may be study participants or indirectly affected by the study. In both cases,
researchers face a wide variety of challenges to ensure safety, privacy and data protection.

Members of interprofessional teams

Brief description: Interprofessional team members may be study participants or indirectly affected by
the study. In both cases, researchers face a wide variety of challenges to ensure safety, privacy and
data protection.

Assistant physicians

Brief description: Assistant physicians are undergoing specialist training and can/should also be part
of education research studies. The employment situation and workload, as well as other factors,
should be taken into account in the planning and conduction of the study when including this group.

Minors
Brief description: Minors may be study participants or indirectly affected by the study. In both cases,
researchers face a wide variety of challenges to ensure safety, privacy and data protection.

Pregnant women

Brief description: Pregnant women may be study participants or indirectly affected by the study. In
both cases, researchers face a wide variety of challenges to ensure, above all, safety, privacy and data
protection.
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