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Regulation on Research Ethics Review Procedures and Research Ethics Opinions

General Provisions and Definitions

1. To ensure compliance with the ethical and responsibility standards of scientific activities, as well as with international standards for academic publications, the Faculty of Economics at the University of Pécs (UPFBE) establishes and operates a research ethics review procedure for scientific research conducted by the School’s faculty members, researchers, and PhD students.
2. The purpose of this regulation is that UPFBE establishes and operates a system of research ethics review and procedures that
a. provides an appropriate institutional framework for the research ethics aspects of international publication and grant application requirements,
b. supports researchers in identifying and managing the ethical risks of research,
c. provides a structured overview for the application of data management and participant protection considerations.
3. The ethical and procedural principles set forth in these regulations are consistent with relevant international and national standards and legislation, including in particular the European Union’s General Data Protection Regulation (GDPR), the Hungarian Academy of Sciences’ Code of Scientific Ethics, the University of Pécs (UP) Regulations on Scientific Research and Development Activities, and the provisions of the UPFBE Code of Ethics.
4. For the purposes of this regulation, in accordance with Annex 36 of the UP Organizational and Operational Regulations (Regulations on Scientific Research and Development Activities at the University of Pécs) 
a. Research activities (hereinafter “research”) include
i. basic research, applied research, experimental development, and
ii. services provided using the research infrastructure of UPFBE, as well as
iii. expert and consulting services based on the knowledge and expertise of UPFBE employees and students.
b. Principal Investigator: the person responsible for coordinating the research activity, ensuring its professional adequacy, and ensuring its completion by the deadline.
c. Human subject (research participant): A human subject is any natural person who directly participates in research, about whom the researcher collects data, or whose personal information is used during the research, regardless of whether data collection occurs through direct interaction (e.g., questionnaire, interview, experiment, observation) or through the use of secondary data sources.
d. Special categories of personal data: personal data revealing racial or ethnic origin, political opinions, religious or philosophical beliefs, or trade union membership, as well as genetic and biometric data intended to uniquely identify natural persons, health data, and personal data concerning a natural person’s sex life or sexual orientation.
e. Vulnerable social group: individuals or groups who, due to their age, health status, socioeconomic situation, institutional subordination, or the nature of the data concerning them, have limited ability to assert their interests, or for whom the voluntariness, informed consent, or risk-free nature of research participation is not self-evident.
f. Minimal-risk research: research that, while involves some risk, cannot realistically or reasonably be expected that the extent or likelihood of physical, psychological, social, legal, or data protection risks to participants will exceed the level of risks generally encountered in everyday life or during ordinary social, educational, or work-related activities.
g. Research Ethics Opinion: a professional statement issued by the Research Ethics Committee of UPFBE that determines whether the research described in the research plan complies with ethical requirements in terms of data collection, participant protection, and data management, and, if necessary, makes recommendations to mitigate ethical risks arising during the research.
h. Research Ethics Statement: an official document issued by the Research Ethics Committee of UPFBE that, based on the relevant regulations, determines the ethical level of the research, its content, and the required procedure corresponding to that ethical level.
i. Informed consent or statement of consent: the voluntary and explicit consent of a research participant to take part in the research, given after receiving clear and comprehensive information about the purpose of the research, its methods, the way and duration of participation, the nature of data processing, the potential risks and benefits associated with participation, and their right to discontinue participation at any time without giving a reason or to withdraw their consent. Consent may be given in writing or in electronic form.
j. Research Data Management Plan: a document that outlines the purpose, participants, methodology, and conduct of the research, and details the procedures for managing data collected or used during the research, particularly the methods of data collection, storage, processing, protection, anonymization, and retention.
5. The scope of these regulations covers research conducted by legally contracted faculty members, researchers, and PhD students acting as principal investigators, including cases where an external contractor participates in certain stages of the research (specifically, but not exclusively, in the collection, processing, and analysis of data).
6. In accordance with Section 51(1) of Appendix 36 to the Organizational and Operational Regulations of University of Pécs, researchers must follow and comply with all applicable laws and regulations, as well as professional committee resolutions, under all circumstances, regardless of whether the research is conducted by a faculty member, researcher, student, or visiting researcher.
7. When conducting research, the principal investigator must take into account the principles set forth in Section 3 of the UPFBE Code of Ethics and must conduct the research in accordance with these principles. 
8. In research involving human subjects, the principal investigator must pay particular attention to the principles set forth in Section 3.4 of the UPFBE Code of Ethics.
Ethical Classification of Research
9. Depending on the nature of the data used in the research, the group of human subjects involved, the extent and method of their involvement, as well as the activities, procedures, and questions involved in the research, it may entail various ethical risks, based on which the research is classified as ethical level 0, ethical level 1, ethical level 2, or ethical level 3.
10. The research is classified as ethical level 0 if
a. it is conducted without the direct involvement of human subjects, and the researcher does not handle identifiable personal and/or corporate data or information during the research,
b. is conducted using publicly available and/or secondary data that was originally generated with the involvement of human subjects, but the researcher does not handle identifiable personal and/or corporate data or information.
11. The research is classified as ethical level 1 if
a. it is conducted without the direct involvement of human subjects and identifiable personal and/or corporate data and information come into the researcher’s possession, provided that 
i. the processing and publication of the data is anonymous, non-traceable (e.g., aggregated) and
ii. the research has a specific data protection and confidentiality plan and procedure regarding the anonymization of the data and information;
b. the research involves human subjects, and the researcher does not come into personal contact with the subjects during data collection (observation, questionnaire survey, etc.), provided that 
i. the research is based on the subjects’ clear, written, and informed consent, 
ii. the group of participants does not include vulnerable social groups,
iii. the research and data collection do not involve special categories of personal data,
iv. the processing and publication of data is anonymous, non-traceable (e.g., aggregated), and
v. the research has a specific data protection and confidentiality plan and procedure regarding the anonymization of data and information;
c. it involves human subjects and the researcher comes into personal contact with the subjects during data collection (interview, focus group, experiment, etc.), provided that
i. the research is based on the subjects’ clear, written, and informed consent, 
ii. the group of participants does not include vulnerable social groups,
iii. the research and data collection do not involve special categories of personal data,
iv. the processing and publication of data is anonymous, non-traceable (e.g., aggregated), and
v. the research has a specific data protection and confidentiality plan and procedure regarding the anonymization of data and information,
vi. in the case of interventional experiments or studies, it can be reasonably presumed based on the study environment and procedure that the research poses minimal physical, mental, and emotional risks to participants, and that they do not find it offensive or embarrassing,
vii. in the case of experimental research involving manipulation (e.g., deception), subjects must give their prior written consent to the manipulation (deception). 
12. The research is considered as ethical level 2, if it involves human subjects and
a. the group of participants includes vulnerable social groups;
b. the research and data collection involve special categories of personal data. 
13. The research is classified as ethical level 3 if
a. it involves human subjects and poses a risk to the physical, mental, or emotional well-being of the research participants that exceeds the minimum level,
b. specifically medical, pharmaceutical, or psychological research involving invasive physical or physiological interventions on the subjects, as well as research affecting mental health and well-being.
Research ethics review process and types of research ethics opinions
14. Before starting the research, the principal investigator may initiate a research ethics review for the purpose of obtaining a research ethics opinion or certification.
15. Depending on the ethical level of the research, the research ethics review process may take four forms.
a. It is not necessary to conduct a research ethics review or issue a research ethics opinion for research at ethical level 0. In this case, a statement may be issued regarding the ethical classification of the research.  
b. A simplified research ethics review procedure can be conducted for research at ethical level 1, resulting in a simplified research ethics opinion and a statement regarding the ethical classification of the research. 
c. A standard research ethics review procedure shall be conducted for research at ethical level 2, resulting in a research ethics opinion and a statement regarding the ethical classification of the research.
d. Research at ethical level 3 is not subject to the UPFBE research ethics review procedure. For Level 3 research, pursuant to Section 52(2) of Annex 36 of the UP Organizational and Operational Regulations, depending on the type of research, the competent committee of the Health Sciences Council, Regional and/or Institutional Research Ethics Committee (hereinafter: RKEB/IKEB) is authorized to issue an ethical opinion or a statement from the competent authority. Authorization is granted by competent authority.
The Research Ethics Committee and the conduct of research ethics review procedures
16. The research ethics review process is conducted by an ad hoc committee (hereinafter referred to as the Research Ethics Committee) convened by the Vice Dean for Research at UPFBE.
a. The chair of the Research Ethics Committee is the Vice Dean for Research at UPFBE.
b. The members of the Research Ethics Committee are
i. the Secretary of the Faculty Research Committee,
ii. a member or members of the Faculty Research Committee relevant to the field in question,
iii. the data management expert of the UP Knowledge Center,
iv. a staff member of the Research Office serving as the administrator of the Research Ethics Committee,
v. additional invited experts as necessary.
17. The research ethics review process is initiated by the principal investigator through a written request submitted to the Research Ethics Committee via the electronic platform designed for this purpose.
a. A mandatory attachment to the application is the research and data management plan, which must demonstrate how the research complies with the principles set forth in sections 3.4.a–h of the UPFBE Code of Ethics. The research and data management plan must provide a detailed description of the research methodology to be used (questionnaire, interview/focus group questions), in a structure and with content provided in Appendix 1.
b. A mandatory attachment to the application is the checklist completed by the principal investigator. The checklist is included in Appendix 2 of the regulation.
18. The Research Ethics Committee reviews the submitted applications and issues an ethical statement regarding the ethical level of the research, as well as a research ethics opinion or a simplified research ethics opinion, depending on the ethical level.
a. The purpose of the research ethics review process is to form a professional opinion regarding procedural and risk classification matters, as well as to determine whether the research and data management plan includes the necessary ethical and data protection elements.
b. In the case of research that has already begun, the Research Ethics Committee cannot retroactively issue a research ethics opinion.
c. The Research Ethics Committee decides on the content of the research ethics opinion with simple majority vote. If the principal investigator who initiated the research ethics review procedure is a voting member of the Research Ethics Committee, they may not vote on that research ethics opinion.
d. If necessary for the formulation of research ethics opinions, the chair of the Research Ethics Committee may request that the principal investigator provides additional information or makes corrections to the application.
e. The Research Ethics Committee has up to 15 days to issue simplified research ethics opinions from the receipt of the application.
f. The Research Ethics Committee has up to 90 days to issue research ethics opinions from the receipt of the application.
g. The professional, legal, and ethical responsibility for the research rests with the principal investigator in all cases; the issuance of a research ethics opinion or statement does not assume the transfer of this responsibility.
19. If the research is conducted as part of a national or international collaboration, the Research Ethics Committee’s jurisdiction extends to research conducted by principal investigators affiliated with the UPFBE.
20. If a PhD student initiates the research ethics review procedure regarding their own research project, the application must be submitted jointly with their supervisor.
21. If the subjects involved in the research are specifically members of the University of Pécs community, then, in addition to ethical review, the UP Rector’s Directive No. 2/2022 on the procedures for educational, business, and scientific public opinion and market research to be conducted at the University of Pécs applies as well.



Appendices
Appendix 1
The structural and content elements of the application for a research ethics review procedure are as follows.
1. Name, position, and organizational unit of the principal investigator:
2. Title of the research (working title is sufficient):
3. Source of research funding:
4. Start and planned completion dates of the research:
5. Research plan
5.1. Purpose and rationale of the research
5.2. (Planned) group of human subjects to be included in the research
5.3. (Planned) method of involving human subjects
5.4. How is voluntary participation ensured?
5.5. How will participants be informed about
· the purpose of the research?
· the method of participation?
· the research methods?
· the storage of the data and information they provide?
· the storage and use of the data and information they provide?
· the publication of the results?
· their rights regarding the research?
5.6. How was the participants’ consent obtained?
5.7. Description of the sampling procedure
5.8. Planned approach to addressing ethical issues and challenges arising during the research
5.9. Detailed description of the questions asked in the questionnaire, interview, etc.
6. Data Management Plan
6.1. What types of data does the research collect or generate in terms of their origin? (more than one option may be selected)
a. Primary data (data collected directly by the principal investigator or a researcher participating in the study)
b. Secondary data (data already collected or generated by other organizations and made available for the research)
i. If the research collects secondary data, which organization, research group/research project, or database does it use?
6.2. What types of data does the research collect or generate in terms of their nature? (more than one option may be selected)
a. Quantitative (numerical data)
b. Qualitative
· Text
· Visual content
· Audio
· Audiovisual
· Other: 
6.3. What research methods and techniques does the study use to explore and collect data? (You may select more than one option)
a. If collecting primary data
· Questionnaire
· Experiment
· Observation
· Content analysis
· Alternative qualitative technique (e.g., netnography, projective technique)
· In-depth interview
· Focus group
· Field study
· Measurement-based
· Other:
b. If collecting secondary data
· Manual
· Algorithm and code-based
· Artificial intelligence-based
· Other: 
6.4. What kind of contact does the researcher have with human subjects? (More than one option may be selected)
a. Direct personal contact during data collection (e.g., in-depth interview, focus group)
b. Direct personal contact due to study administration and/or specific instructions, but no contact during data collection
c. No direct contact occurs, but the human subject consents and is aware of their participation in the research (e.g., online self-administered questionnaire survey)
d. No direct contact occurs, and the human subject is not necessarily aware of their participation in the research (e.g., institutional visitor counts)
e. No contact is established due to secondary data collection
6.5. In what format are the data generated during the research stored? (More than one option may be selected)
a. Text (e.g., .docx, .txt, .pdf)
b. Spreadsheet (e.g., .xlsx, .csv)
c. Image (e.g., .jpg, .png)
d. Audio (e.g., .mp3, .wav, .flac)
e. Audiovisual (e.g., .mp4, .mkv, .wmv)
f. Other:
6.6. Is any personal data (e.g., name, demographic data, email address, photo, audio recording, IP address) collected (primarily or secondarily) that, on its own or in combination with other data, could be used to identify the human subject?
a. Yes
· How is data protection ensured?
· Through anonymization (Identifiers are permanently deleted after data collection.)
· Pseudonymization (see Article 4(5) of the GDPR)
b. No
6.7. Is sensitive data (see Research Ethics Policy) collected (primarily or secondarily)?
a. Yes
b. No
6.8. If the answer to question 6.4 is a., b., or c., then: Have human subjects been informed about the research and has their participation in the research been approved and confirmed by written consent?
a. Yes
b. No
6.9. Where will the data be stored during the research?
a. On storage provided by UP (e.g., O365 OneDrive, server)
b. On a password-protected computer provided by UP for personal use
c. On a computer owned and used by the researcher
d. On an external storage device (e.g., USB drive, external HDD)
e. In a cloud service not provided by UP (e.g., Google Drive, Dropbox)
f. Other:
6.10. How is data backed up during the research period?
a. By manually copying to an external storage device
b. By manually copying to a cloud-based system
c. Through regular automatic backups to a cloud-based system
d. Other:
6.11. Who has access to the data during the research? (You may select more than one option)
a. Only the principal investigator
b. Certain members of the research team
c. All members of the research team
d. Persons outside the research team who have signed a confidentiality agreement and who perform specific tasks with the data (e.g., transcription) 
i. Their names, contact information, and responsibilities:
e. Other:
6.12. What data will be retained long-term after the research is completed?
a. Raw data
b. The cleaned, processed dataset
c. Aggregated, calculated data serving as the basis for the publication
6.13. Where will the data be archived after the research is completed (for at least 5 years)?
a. In an open international repository (e.g., Zenodo, OSF, Figshare, Mendeley Data)
b. In the University Repository of UP (University of Pécs Archive)
c. On storage provided by UP (e.g., O365 OneDrive, server)
d. On a password-protected computer provided by UP for personal use
e. On an external storage device (e.g., USB flash drive, external HDD)
f. In a cloud service not provided by UP (e.g., Google Drive, Dropbox)
g. Other:
6.14. Do you share the data publicly (Open Data)?
a. Yes, completely openly – The anonymized dataset is uploaded to a repository and assigned a DOI
b. Yes, but with restrictions – Access is granted upon request
c. No, because the data cannot be shared for legal or ethical reasons
i. Justification:
7. Declaration of Responsibility
I, the undersigned principal investigator, declare that I have completed the above data management plan truthfully. I acknowledge that I am criminally and financially liable for the protection of personal data (GDPR) and data security.
· Date
· Signature
 

Appendix 2
Checklist and declaration for determining the ethical level of the research.
1. Does the research involve human subjects?
2. During the research, the researcher will obtain identifiable personal and/or corporate data and information regarding the research subjects, regardless of whether this data is voluntarily provided by the participant for the research (e.g., interview, questionnaire) or is accessed from secondary sources (e.g., microdatabases, social media, or personal data available on other online platforms)?
3. Does the research involve sensitive categories of personal data as defined in Section 4.d. of the Policy? (Personal data revealing racial or ethnic origin, political opinions, religious or philosophical beliefs, or trade union membership, as well as genetic and biometric data intended to uniquely identify natural persons, health data, and personal data concerning a natural person’s sex life or sexual orientation.)
4. Does the group of subjects involved in the research include vulnerable social groups as defined in Section 4.e of the Policy? (Individuals or groups who, due to their age, health status, socioeconomic status, institutional subordination, or the nature of the data concerning them, have limited ability to assert their interests, or for whom the voluntariness, informed consent, or risk-free nature of participation in the research is not self-evident.)
5. Does the research involve physical, mental, or emotional risks to the participants that exceed the minimum?
6. Do the research participants voluntarily participate in the research of their own free will and provide a written statement to that effect?
7. Does the research have the necessary data management and confidentiality plan covering the storage and use of personal data that is accessible to and identifiable by the researcher during the course of the research?
8. Are research participants informed prior to the study about the purpose of the research and the nature of their participation?
9. Are research participants informed prior to the research about how the information they provide will be stored and used by the researchers, and what methods (data management and confidentiality plan) will be used to prevent the re-identification of personal data?
10. Are research participants informed prior to the study about the format and venues in which the research results will be published?
11. Do research participants have the option to freely withdraw from the study, and are they informed about this and the method of withdrawal prior to the study?
12. Do the research participants receive the information listed in questions 8–11 prior to giving their written consent?
13. The principal investigator, fully aware of their responsibility, declares that the contents of the research plan and the answers provided in the checklist are true and accurate.
Determining the ethical level based on the checklist
If the answer to both questions 1 and 2 is NO, then the research is classified as Level 0, meaning that a research ethics review is not required.
If the answer to both questions 1 and 5 is YES, then the research is classified as Level 3 and the UPFBE Research Ethics Committee is not competent to issue a research ethics opinion. In this case, the research typically involves health sciences, medical sciences, pharmaceutical sciences, or psychology, and falls under the jurisdiction of the Regional Research Ethics Committee or requires other/additional ethical approval procedures.
If the answer to Question 1 is YES, the answer to Question 5 is NO, and the answer to either Question 3 or Question 4 is YES, then the research is classified as Level 2, meaning that the UPFBE Research Ethics Committee will issue a research ethics opinion following a standard research ethics review.
If the answer to Question 1 is YES, the answer to Question 5 is NO, and the answer to both Questions 3 and 4 is NO, then the research is classified as Level 1, in which case the UPFBE Research Ethics Committee will issue a simplified research ethics opinion following a simplified research ethics review.
If the answer to Question 1 is NO and the answer to Question 2 is YES, then the research is classified as Level 1, in which case the UPFBE Research Ethics Committee will conduct a simplified research ethics review and issue a simplified research ethics opinion.
After determining the ethical level of the research, for Level 1 and Level 2 research, a research ethics opinion may only be issued if the answer to each of questions 6–13 is YES.

Appendix 3
Simplified flowchart for determining the ethical level of the research, the related procedures and necessary documentation, and the type of research ethics opinion
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Appendix 4
Text template for inclusion in a press release for research at ethics level 0:
The research was conducted in compliance with international research ethics standards, as well as relevant international procedures, European Union and national guidelines and legislation. Based on the Research Regulations of the University of Pécs, as well as the Code of Ethics and the Regulations on Research Ethics Review of the Faculty of Economics at the University of Pécs, the research method, content, and data used did not require a separate ethics review procedure or opinion. Certificate number: [XYZ].
The research was conducted in accordance with international research ethics standards and in compliance with relevant international procedures, European Union and Hungarian national directives, laws, and regulations. Based on the Research Regulations of the University of Pécs, as well as the Code of Ethics and the Regulations on Research Ethics Review of the Faculty of Business and Economics at the University of Pécs, the research method, content, and data used did not require a separate ethics review procedure or opinion. The reference number of the relevant certificate is: [XYZ].
Text template for inclusion in a publication for Level 1 ethical research:
The research was conducted in compliance with international research ethics standards, as well as the relevant international procedures, European Union and national guidelines and legislation. In accordance with the Research Regulations of the University of Pécs, as well as the Code of Ethics and the Regulations on Research Ethics Review of the Faculty of Economics at the University of Pécs, the research received a simplified research ethics opinion following a simplified research ethics review procedure based on its methodology, content, and the data used. The reference number of the simplified research ethics opinion is: [XYZ].
The research was conducted in accordance with international research ethics standards and in compliance with relevant international procedures, European Union and Hungarian national directives, laws, and regulations. Based on the Research Regulations of the University of Pécs, as well as the Code of Ethics and the Regulations on Research Ethics Review of the Faculty of Business and Economics at the University of Pécs, the research method, content, and data used required a simplified research ethics review procedure. The number of the simplified research ethics review: [XYZ].
Text template for inclusion in a publication for Level 2 ethical research:
The research was conducted in compliance with international research ethics standards, as well as relevant international procedures, European Union and national guidelines and legislation. In accordance with the Research Regulations of the University of Pécs, as well as the Code of Ethics and the Regulations on Research Ethics Review of the Faculty of Economics at the University of Pécs, the research underwent a standard research ethics review process based on its methodology, content, and the data used, and a research ethics opinion was issued. Research ethics opinion number: [XYZ].
The research was conducted in accordance with international research ethics standards and in compliance with relevant international procedures, European Union and Hungarian national directives, laws, and regulations. Based on the Research Regulations of the University of Pécs, as , as well as the Code of Ethics and the Regulations on Research Ethics Review of the Faculty of Business and Economics at the University of Pécs, the research underwent a standard research ethics review process based on its methodology, content, and the data used, and a research ethics review was issued. The number of the research ethics review is: [XYZ].


Pécs, 24 August 2026.
Prof. Dr. András Takács
dean
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Phone: +3672501551
 Email: dean@ktk.pte.hu
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