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[bookmark: _Toc230367411]CHAPTER I
GENERAL PRINCIPLES
[bookmark: _Toc230367412]Article 1: Scope of Application
This Regulation applies to all research activities conducted within or outside the premises of the Agricultural University of Athens (A.U.A.) for which a member of its academic and research staff (whether permanent or affiliated) serves as the Principal Investigator / Scientific Coordinator.

[bookmark: _Toc230367413]Article 2: Core Principles of Research Ethics and Integrity
1. Research aims to advance scientific knowledge in accordance with internationally accepted scientific theories or through the development of new theories capable of being recognized by the international scientific community.
2. Free and unimpeded research activity, independent of political, financial, or other dependencies, constitutes an individual right of every researcher. Concurrently, it represents a social good that promotes human knowledge, innovation, the educational process, and potentially contributes to the improvement of health, quality of life, and the well-being of society as a whole.

[bookmark: _Toc230367414]Article 3: Limits of Research Activity and Obligations of Researchers
1. Research must be conducted with respect for scientific truth, academic freedom, life, nature and the environment, human dignity, personal autonomy, the biological and intellectual integrity of human beings, intellectual property, and personal data. Furthermore, it must respect animals and the natural and cultural environment. Those involved in research must not practice any form of discrimination based on nationality, race, language, gender, religion, private life, sexual orientation/identity, physical ability, socioeconomic status, or any other factors unrelated to scientific capability and integrity.
2. The methodology of research must be transparent or capable of becoming transparent.
3. Researchers must be aware of the applicable legislation and the guidelines of the A.U.A. for conducting research, and must adhere to the core ethical principles and the specific rules of scientific and professional ethics of their respective disciplines during the design and execution of research programs.
4. Researchers must disclose the funding sources of their research work. Upon concluding a funding agreement, they must review the terms to ensure their rights and freedoms are secured, and they must not accept conditions that compromise their independence, or the prestige and interests of the University.
5. Researchers must recuse themselves from procedures or decisions in which a conflict of interest arises.
6. Researchers must apply all safety rules recognized in their respective scientific field (rules for the protection of humans, animals, the environment, etc.). Researchers leading research programs must fully and honestly inform the participants therein and take all necessary and mandated scientific measures to protect the health of participating workers from accidents and potential side effects that may arise from the specific conditions of the research.
7. Researchers have an obligation of mutual respect and a right to equal treatment.
8. The individual contribution of each researcher to collective research efforts must be recognized. The representation of this contribution, either in scientific publications or in any public presentation of the research program, constitutes a right of the researcher. The relevant responsibility lies with all members of the scientific team, and particularly with the program leaders.
[bookmark: _Toc230367415]CHAPTER II
OPERATION OF THE R.E.C. – A.U.A.
[bookmark: _Toc230367416]Article 4: Purpose - Competences
1. The purpose of the Research Ethics Committee (R.E.C.) of the Agricultural University of Athens (A.U.A.) is to provide, at an ethical and deontological level, a guarantee of the credibility of research projects conducted at the Agricultural University of Athens.
2. The R.E.C. – A.U.A. reviews:
a. whether a research project to be carried out at the Agricultural University of Athens has been designed in a manner that respects human dignity, the autonomy of participating individuals, their private life and personal data, as well as the natural and cultural environment.
b. whether a research project to be conducted at the Agricultural University of Athens violates applicable legislation and whether it aligns with generally accepted rules of research ethics and deontology regarding its content and method of execution.
3. a. Funded research projects which, according to the declaration of the Principal Investigator, include research on: i) humans, ii) material derived from humans (such as genetic material, cells, tissues, and personal data), iii) animals or the environment, shall be submitted to the R.E.C. – A.U.A. for approval. The implementation of such projects cannot commence without prior relevant approval.
b. In addition to the research projects referred to in case 3.a, the R.E.C. may examine, upon a written application by an interested person or a complaint, any other research project and issue an opinion on ethical and deontological matters concerning an article submitted for publication in a scientific journal, or a master's thesis or doctoral dissertation under preparation.
4. The R.E.C. – A.U.A. evaluates the research proposal and:
a. approves it, or
b. makes recommendations and proposals for its revision if ethical and deontological impediments arise. If the Committee finds that a specific proposal violates the legislation, established rules of ethics and deontology, or the provisions of the Code of Conduct, it issues observations for compliance. The Committee verifies compliance with its recommendations before granting approval to the revised proposal.
5. The recommendations and proposals must be specifically justified and are binding for the University and the researchers.
6. The R.E.C. – A.U.A. may, whenever it deems necessary, request further information or clarifications from the Principal Investigator of the research project, request their personal presence to provide clarifications, and monitor the progress of the research projects it has approved.
7. The R.E.C. – A.U.A. informs and raises awareness among the teaching, research, and other staff of the Agricultural University of Athens, as well as the affiliated scientific community, on matters of research ethics and deontology. To this end, it undertakes the organization of seminars, events, and lectures.
8. The R.E.C. – A.U.A. issues opinions on matters that arise and relate to research ethics and deontology at the Agricultural University of Athens, upon the request of the Research Committee, the Senate, the Rector, the Dean, or the Department Chair.

[bookmark: _Toc230367417]Article 5: Composition – Tenure
1. The R.E.C. – A.U.A. consists of five (5) members with their respective alternates. At least two (2) of the members must not belong to the University personnel.
2. The R.E.C. – A.U.A. of the Agricultural University of Athens is interdisciplinary. The scientific fields of the members must ensure, to the extent possible, the representation of the University's academic disciplines. Its members are prestigious scientists with specialization in matters of research, ethics/bioethics, and research deontology. At least one (1) member must specialize in ethics/bioethics.
3. The term of office of the members of the R.E.C. – A.U.A. is three years and may be renewed only once (1). If a member of the R.E.C. – A.U.A. resigns, passes away, or terminates their tenure in any other way, they shall be replaced for the remainder of their term by their alternate member.
4. The members of the R.E.C. – A.U.A. are selected as follows:
a. The Research Committee drafts and publishes a call for expression of interest on the website of the Agricultural University of Athens to fill the positions at the latest three (3) months before the expiration of each member's term. The call specifies the qualifications required for the members of the R.E.C. – A.U.A., depending on the scientific fields of the University. Applications and necessary supporting documents are submitted by interested parties electronically.
b. The Research Committee of the A.U.A. evaluates the candidacies and decides on the composition of the R.E.C. – A.U.A.
5. The R.E.C. – A.U.A. is established by decision of the Rector of the A.U.A. The establishment decision of the R.E.C. – A.U.A. designates the Chair and the Vice-Chair of the Committee.
6. Membership in the R.E.C. – A.U.A. is incompatible with the positions of Rector, Vice-Rector, and Dean, as well as with being a member of the Research Committee or a Department Chair at the Agricultural University of Athens.
7. A member of the R.E.C. – A.U.A. is barred from participating in a meeting in any case where a conflict of interest may arise. A conflict of interest arises when a member of the R.E.C. – A.U.A. has an interest that may affect or appear to affect the impartial and objective execution of their duties. This is understood as any potential advantage in favor of themselves, their spouse, or a first-degree relative. In the event of a declaration of such an impediment regarding a specific proposal under evaluation, the member declaring the impediment shall be replaced by their alternate.

[bookmark: _Toc230367418]Article 6: Operation of the R.E.C. – A.U.A.
1. The R.E.C. – A.U.A. meets regularly once (1) a month and extraordinarily whenever requested by its Chair or the Chair of the Research Committee.
2. The Chair of the R.E.C. – A.U.A. is responsible for the smooth operation of the Committee and convenes and chairs its meetings.
3. The R.E.C. – A.U.A. has a quorum when at least three (3) of its members are present, including its Chair or Vice-Chair, and one of its members who does not belong to the Agricultural University of Athens, and decides by a majority of those present.
4. The application to the R.E.C. – A.U.A. for approval of the research project must include a completed form regarding the appropriateness and compatibility of the research project with applicable legislation. In this report, the Principal Investigator determines whether the purpose and methodology of the research project are compatible with ethical principles and legislation.
5. Applications and the aforementioned accompanying documents may be submitted by the Principal Investigator:
a. either electronically on the website of the R.E.C. – A.U.A.
b. or to the Financial and Administrative Support Unit (M.O.D.Y.) of the Special Account for Research Funds (E.L.K.E.) of the A.U.A., in order to be forwarded to the R.E.C. – A.U.A.
6. The Chair of the R.E.C. – A.U.A. designates a rapporteur for each application submitted, preferably a member of the R.E.C. – A.U.A. depending on the scientific scope of the research project. If the scientific field of the project cannot be covered by the members of the R.E.C. – A.U.A., an external expert is appointed to provide an opinion. The meetings of the R.E.C. – A.U.A. may be conducted remotely by electronic means.
7. The R.E.C. – A.U.A. decides within a reasonable period, which cannot exceed fifteen (15) days from the formal submission of the application and the collection of all necessary accompanying documents. If, within this deadline, the R.E.C. – A.U.A. does not issue a decision, the application shall be considered approved.
8. In the event of a complaint, the R.E.C. – A.U.A. decides at the latest within fifteen (15) days from the submission of the complaint. If no decision is issued within this deadline, the complaint shall be deemed rejected.
9. Any interested party may file an application for administrative review / remedy before the R.E.C. – A.U.A. within ten (10) days from the issuance of the decision, against the recommendations of the Committee, submitting new evidence. For the examination of the application for remedy, the R.E.C. – A.U.A. may request the opinion of the National Bioethics Committee, which must formulate it within fifteen (15) days. If the National Bioethics Committee does not formulate an opinion within the aforementioned deadline, the R.E.C. – A.U.A. proceeds to examine the application for remedy without the opinion of the National Bioethics Committee.
10. The members of the R.E.C. – A.U.A., the rapporteurs, and any involved member performing a supporting task have an obligation to maintain confidentiality regarding the research proposals under evaluation.
11. The members of the R.E.C. – A.U.A. are not entitled to remuneration or other compensation for their participation in its meetings.
[bookmark: _Toc230367419]CHAPTER III
SPECIFIC RULES FOR RESEARCH
[bookmark: _Toc230367420]A. Research Involving Human Subjects
[bookmark: _Toc230367421]Article 7: General Rule
Research involving human subjects (as experimental subjects) must be conducted with absolute respect for human dignity. Researchers are bound by generally recognized principles of protecting human value, autonomy, and equality of participants, protecting public health, protecting children, and sensitive social groups.
[bookmark: _Toc230367422]Article 8: Risks and Benefits
Research programs must be designed and conducted in such a way that the risks to the individuals participating in the studies are minimized. The research process should not disproportionately burden the participants. Potential risks to the participating individuals must be outweighed by the potential benefits to themselves and/or by the importance of the knowledge expected to be gained, in accordance with the principle of proportionality.
[bookmark: _Toc230367423]Article 9: Information and Consent of Participants
1. No research (biological, medical, psychological, social, pedagogical, etc.) on humans can be conducted without prior thorough, full, and clear information provided to them regarding the purpose of the research program, its scope, and potential risks.
2. Following the information of the participants, they must consent in writing. Written consent is documented by signing a relevant declaration by the individuals participating in the research program. Those who are legally incapable of performing legal acts are allowed to participate after the written consent of their legal representatives.
3. Participation in a research program must be free and voluntary, and not the product of coercion. Furthermore, any individual participating in a research program must be free to withdraw their participation at any time, without this entailing any adverse consequences for them.
4. Financial or other exploitation or violation of the personality of the persons subjected to research is not permitted during or under the pretext of the research.
5. In studies involving individuals from vulnerable groups (e.g., children, pregnant women, etc.), measures are taken to ensure the rights of these individuals.
[bookmark: _Toc230367424]Article 10: Protection of Personal Data
Researchers are required to fully ensure the protection of the personal data of participants during the procedures of their selection, obtaining informed consent, data collection and analysis, as well as during the process of publicizing research results. Researchers are required to assess, during the design of the research protocol, the extent to which the publicization of personal data may harm their private, family, and social life. Participants must be able to decide how and when their personal data will be used or if it will be publicized. Researchers are required to follow a design according to which the data of participants will be kept confidential (e.g., coding/pseudonymization, secure data storage, control of persons with access to the data, removal of elements that can be used for identification of participants during the analysis or publicization of the study results). In any case, the collection and further processing of personal data is governed by the General Data Protection Regulation (GDPR 679/2016).
[bookmark: _Toc230367425]B. Research Involving Animals
[bookmark: _Toc230367426]Article 11: General Principles of Animal Experimentation
1. The use of animals in research must be carried out in accordance with the principles of animal protection as defined by applicable legislation.
2. During the design and execution of research protocols with animals, the principle of the 3Rs must be applied, namely the 'Replacement' of animals, the 'Reduction' of their number, and the 'Refinement' of experimental interventions. According to the principle of 'Replacement', the replacement of animal use with in vitro experimentation (e.g., with cell lines or tissue cultures) or with other lower organisms that have a less developed nervous system and experience less pain, such as plants, microorganisms, and metazoa, should be pursued. The principle of 'Reduction' aims at using the minimum required number of animals that will ensure reliable results. The 'Refinement' of experimental interventions aims at minimizing distress and pain.
3. During the design and conduct of an experiment, good zootechnical practices and good veterinary care for the species of animals used must be applied, in accordance with applicable legislation. In particular, it must be ensured that:
a) The selected animal species is the most appropriate for the intended research.
b) Ethological data of the selected animal species have been taken into account in order to minimize additional stress.
c) The supply and transport of animal material comply with applicable legislation.
d) The housing, nutrition, and management of animals are done in accordance with applicable legislation and good zootechnical practices for the species of animal.
e) The personnel who will conduct the research have the appropriate knowledge, skills, and the formal qualifications defined by legislation for handling animals.
4. Experimentation using endangered species of wild fauna is prohibited, unless the research is linked to the study and conservation of these species.
5. Stray companion animals can under no circumstances be used in experimentation.
[bookmark: _Toc230367427]Article 12: Experimentation with Agricultural Animals
Specifically for the case of experimentation with agricultural animal species and provided that the applied practices do not deviate from those applied in productive/commercial farms of these species, then the experimentation in question does not fall under the legislation governing laboratory animals, but the provisions regulating the farming of productive animals in general apply.
[bookmark: _Toc230367428]C. Research Regarding the Natural, Cultural, and Built Environment
[bookmark: _Toc230367429]Article 13: Environmental Protection
1. Every research activity must be conducted with a view to respecting the natural environment and preserving existing biodiversity.
2. Particularly in the case of research involving the creation, use, and/or release of genetically (or in any biotechnological way) modified living organisms, measures must be taken to manage and minimize environmental impacts, as well as measures to minimize risks to human health, in accordance with applicable legislation and international conventions.
3. No research justifies an infringement on cultural heritage in violation of applicable legislation.
[bookmark: _Toc230367430]Article 14: Biosafety
1. Research involving the use or movement of radioactive substances requires a special license from the Hellenic Atomic Energy Commission, in accordance with applicable provisions. The necessary procedures for the protection of the involved researchers and the general population during the research process and during waste management must be observed.
2. In case of using ionizing or non-ionizing radiation, the required protection measures must be taken both for the involved researchers and for the general population, in accordance with applicable national legislation.
3. During the execution of any kind of research process, care must be taken for the safe management of laboratory waste so that there are no risks of causing harm to the environment or human health.
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