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                      A GUIDE TO RESEARCH ETHICS AT LYIT
INTRODUCTION
This guide seeks to outline the policy, procedures, practices and governance for research ethics at Letterkenny of Institute of Technology (LYIT). This guide must be followed for all research projects conducted by staff and students (including, undergraduate, taught postgraduate and postgraduate by research). The overriding aim is to ensure that harm is not caused to human, (or animal) participants, students, institutions or the public. The Institute’s research ethics guidelines provides best practice in research in accordance with the Declaration of Helsinki and statements of appropriate ethical practice produced by professional bodies. It follows good practice with respect to international ethical guidelines, relevant EU directives, national guidelines and national legislation. 
The Institute is also conscious of the interplay between research ethics and research integrity in conducting research to the highest standards and subscribes to the National Policy Statement on Ensuring Research Integrity in Ireland (Appendix 1). LYIT’s ethics policy and procedures respect academic freedom and do not seek to restrict academic research unnecessarily. The guidelines are generic therefore the researcher must be conscious of and consider ethical issues that arise in specific research contexts. The guide should be read with Chapter 7, in the Institute’s Quality Assurance Handbook. 
RESPONSIBILITY FOR ETHICS IN RESEARCH

It is the responsibility of all researchers (students and staff) and all supervisors of student research (undergraduate and postgraduate) to ensure that the research is carried out in an ethical manner and to adhere to all legal requirements associated with their research. Furthermore, it is the responsibility of all researchers and supervisors of research in LYIT to follow the LYIT ethics policy and procedures.

ETHICAL PRINCIPLES 

LYIT’s research ethics policy and procedures sit within the internationally accepted principles and practices on ethical research (see Appendix 1) such as those laid down in the Declaration of Helsinki and promote the welfare of all human and animal participants while at the same time respecting academic freedom. Ethical Principles include:

· Beneficence: the purpose and outcome of the conduct of the academic research is to do good in terms of knowledge and ‘truth’;
· Competence of the researcher: the researcher should have the education, training, competence, and professional skill necessary to work with the population of interest in a research capacity;
· Honesty: in terms of communications, data collection, data reporting, usage or methods and procedures;
· Selection: all participants in the research must be fairly selected based on the goals of the study and not on matters of convenience and should not be pressurised to participate;
· Confidentiality: preserving the participant privacy and confidentiality, managing and preserving data confidentially. This is linked to informed consent;
· Informed consent: this is mutually negotiated process-based expressed willingness by the participant to engage in the research;
· Integrity: the quality of being honest and having strong professional and ethical standards;
· Legality: knowing and obeying the relevant and governing laws (e.g. Data Protection, Charter of Fundamental Human Rights of the European Union ….), institutional and government policies as they relate to academic research;
· Objectivity: limiting or acknowledging bias;
· Duty of Care to Humans: when conducting research with human subjects the principle of minimising risks and maximising the research benefits should be demonstrated and requires that the researcher: 

· Respects the autonomy, dignity, privacy, rights, safety, and wellbeing of all the; actual or potential human research participant(s)

· Applies special precautions when dealing with minors; 

· Limits errors in the design and conduct of research; 

· Is not negligent in the design and conduct of their research; 

· Maintains records securely and confidentially;
· Rights:  are the fundamental normative rules about what is allowed of people or owed to people, according to some legal system, social convention, or ethical theory. 
ETHICAL PRACTICES
Cognisant of the ethical principles outlined above, the following practices are mandatory at LYIT:
Social Research

Social research involves non-clinical research which involves human participants and where the methodology is not clinical or therapeutic in nature. 
· Vulnerable Populations: Particular attention must be given to ethical practices in relation to HIGH RISK Vulnerable Populations including: 
· Children under 18;
· Adults with learning or other disabilities;
· Elderly people;
· Healthy volunteers who have a dependent or subordinate relationship to investigators; 

· Students that are taught by the person carrying out the research require consideration of the power dynamics in the relationship;
· LYIT Students;
· Other vulnerable groups.   
· Informed consent must be obtained from all participants in writing. Participants should be advised why their participation is necessary, how the research will be used and how and to whom outputs will be reported. Participants must be made aware of any risks arising from the research or arising from the findings. A participation information sheet and consent form must be supplied to all research participants. For consent to be valid it must be informed consent and must be: 

· Given voluntarily (with no coercion or deceit); 

· That the individual is afforded the opportunity to refuse; 

· Given by an individual who has capacity to consent; 

· Given by an individual who has been fully informed about the research topic; 

· Given as informed consent in relation to children and vulnerable adults (by their parent/guardian);
· The consent provided must be capable of being withdrawn.

· Anonymity must be maintained: refers to the identity of the participant remaining anonymous throughout the study. Anonymous data is data collected without identifiers such as name, address or date of birth and that can never be linked to an individual.
· Data Management: research must follow LYIT’s policy for Data Protection Regulations (GDPR) in particular as it relates to governing access to or the use of research resources and data.

· Publication: arrangements for the publication of the results, including issues of co-authorship must be considered in relation to LYIT’s Intellectual Practice, Conflict of Interest and Authorship policies.

Research involving animal experimentation:
Research involving animal experimentation is also HIGH RISK. Research must comply with all statutory licensing requirements of the Health Products Regulatory Authority (HPRA) 3, SI 543 of 2013 European Union (Protection of Animals used for Scientific Purposes) Regulations 2012. The guiding practices underpinning the humane use of animals in scientific research are called the three R’s (Russell & Burch, 1959):
· Replace the use of animals with alternative techniques, or avoid the use of animals altogether;
· Reduce the number of animals used to a minimum;
· Refine the way experiments are carried out, to make sure animals suffer as little as possible. This includes better housing and improvements to procedures which minimise pain and suffering and/or improve animal welfare.
LYIT DOES NOT PERMIT RESEARCH INVOLVING ANIMAL EXPERIMENTATION
Research of a Clinical Nature

If the research project is clinical in nature it is regarded as HIGH RISK where the research methodology involves:

· Therapeutic interaction with human participant(s);

· A clinical trial of, inter alia, a medical device, medicinal product or clinical technique;

· Development of diagnostic techniques using human participants;

· Access to, or utilisation of, human tissue and body fluids;

· Access to, or utilisation of, identifiable medical data concerning individuals (such as clinical data records) by parties not directly concerned in the provision of care to these individuals;

· Interaction with/observation of individuals in a healthcare context or setting.

 GOVERNANCE & PROCEDURES
An overview of the governance of ethics at LYIT is outlined in Figure 1. The research ethics framework comprises the Academic Council, the Institute Research Ethics Committee (IREC) and the four School Research Ethics Committees (SRECs). The Research Ethical Approval Process Flowchart for Research Projects and Postgraduate Research is presented in Appendix 2.



Figure 1 Governance of Research Ethics

[image: image5.jpg]e Llyit




Level of Risk

All research involving human or animals as research subjects, including the collection of biological samples from humans requires ethical review. Research, for the purpose of this policy is defined as any activity that ‘aims to generate new information, knowledge, understanding, or some other relevant cognitive good, and does so by means of systematic investigation (European Union 2010). The intention to disseminate/publish findings and results are indicators that ethical review is required.  
In determining the level of risk, researchers and committees must take account of three interrelated factors: 1. the research group/population; 2. the research methods/protocol including the specific nature of any intervention(s) involved and 3.the subject matter of the research. Figure 2. presents a graphical representation that can aid the decision-making process. 

Figure 2: Determining Level of Ethical Risk – (Adapted from DCU 2016/ITT 2018)

	Participant Group
	Competent adults
	Students

Work colleagues
	Children

Adults with diminished capacity

	Methods/Protocol
	Anonymous survey
	Interviews

Observation
	Physical intervention

Invasive technique

Open-ended questioning

	Subject Matter
	Non-sensitive topic
	Personal data
	Sensitive topic
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Institute Research Ethics Committee (IREC)
The Institute Research Ethics Committee (IREC) oversees good practice in ethical research and develops the Institute’s ethics policies and procedures. 
The IREC will also:
· Provide guidance as required to the SRECs and review the annual reports of the SRECs.
· Provide ethical approval for research degree students (Research Masters and PhDs).
· Provide ethical approval to staff research ethics applications including those undertaking postgraduate research at another institution 
· Review ethics applications for funded research
· Review appeals to decisions made by the School Research Ethics Committees (SRECs)
· Present an annual update to the Research Committee of the Academic Council

Composition 
The composition of the Institute Research Ethics Committee is as follows:

1. The VICE President for Research, Equality and External Engagement or nominee (Chair) 

2. An Independent senior expert
3. The Chair of Academic Council Research Committee (Vice Chair)
4. Three research active members of academic staff
The quorum for the Committee will be 4. The Committee will normally reach decision by consensus. If consensus cannot be obtained, then the majority decision will apply with the Chair having the casting vote.

The Governing Body will approve independent members who may be called upon to sit on the IREC. The panel list will be valid for three years. Where necessary the IREC will draw on additional expertise/advice in the following areas:

· Clinical Research - human participants, data or tissue

· Animal Experimentation

· Social Research - research involving human participants

Dates of meetings
The IREC will convene in accordance with scheduled annual meeting dates. Dates will be published on the LYIT website. All papers must be submitted to the committee at least one week in advance of the meeting dates. Late submissions will not be considered until the subsequent meeting.

Remit

Having considered all the material submitted the IREC may:

· Grant ethical approval and authorise the research to proceed without requiring any amendment. Any such authorisation is granted on the basis of the project as is stated on the research submission; any changes must be notified to (and approved by) the Committee. 

· Seek additional information, if necessary, through a formal meeting of the Committee with the researcher. 

· Ask for modifications and a resubmission of the application. 

· Withhold approval until all conditions set by the Committee have been met and all recommendations set by the Committee have been addressed.

Appeals

The decision of the Institute Research Ethics Committee may be appealed to the Office of Vice President for Academic Affairs and the Registrar. 
The School Research Ethics Committees (SRECs) 

LYIT has four academic Schools: The School of Business; The School of Engineering; The School of Science and the School of Tourism. The SREC will consider a large and diverse number of research ethics applications requiring the knowledge and expertise of the staff in the relevant School. The SRECs oversees good practice in ethical research in the Schools. The SREC will also:
· Approve all undergraduate taught and structured postgraduate research ethics applications
· Review all research degree (Masters and PhD) applications and approve low risk applications
· Consider specific ethical matters on an ad hoc basis.
· Review small funded projects (less than €5,000)
· Present an annual update to the IREC 

Ethical approval for undergraduate and taught/structured postgraduate research degrees will be in accordance with the teaching and learning requirements of the relevant programme board and course board in the academic department. All applications for ethical approval must be co-signed by the student(s) and their supervisor(s). LYIT does not permit HIGH RISK research at undergraduate level. In the case of taught and structured postgraduate degrees - HIGH RISK research projects must be clearly justified.
Peer Review

It is recommended that the Schools adopt a Peer Review Process which will increase the efficiency of the ethical review process, particularly for undergraduate and taught postgraduate degree applications. 
Composition

The SREC should include at least three members of staff including the Head of School or their nominee. The quorum is 3.
Date of Meetings

The SREC will convene in accordance with scheduled annual meeting dates. However, there are certain times of the year when the volume of applications is heavier and will require additional meetings and flexibility in setting meeting dates. All papers must be submitted to the committee at least one week in advance of the meeting dates. Late submissions will not be considered until the subsequent meeting.
Remit

Having considered all the material submitted the SREC may:

· Grant ethical approval and authorise the research to proceed without requiring any amendment. Prior to submission, all applications must be reviewed by the supervisor. Any such authorisation is granted on the basis of the project as is stated on the research submission; any changes must be notified to (and approved by) the Committee. 

· Seek additional information, if necessary, through a formal meeting of the Committee with the researcher. 

· Ask for modifications and a resubmission of the application. If approval is awarded subject to minor modifications, they should be completed by the researcher in a timely manner, reviewed by the supervisor before being submitted to the SREC for final approval. 

Appeals

If approval is not awarded, the researcher can ask to have it reviewed by the IREC.
DATA PROTECTION AND RESEARCH
LYIT has provided guidance to help staff and student comply with the General Data Protection Regulation (GDPR), and further Information on data protection can be obtained from the Data Protection Officer email: dpo@lyit.ie  and on the LYIT website: https://www.lyit.ie/About/Policies-Publications/Data-Protection 

APPENDIX 1
DIRECTIVES, POLICY AND GUIDANCE DOCUMENTS ON ETHICAL ISSUES RELATED TO RESEARCH
· Declaration of Helsinki and Amendments (1964-2013); 
· Nuremburg Code (1947)
· International Review of Research Ethics Structures, HIQA, (2012); 

· National Policy Statement on Ensuring Research Integrity in Ireland, IUA (2019, 2nd edition);

· National Framework for Doctoral Education, IUA (2015);

· European Textbook on Ethics in Research, EC (2010);

· Ethical Guidelines for Educational Research, BERA, UK (2018, 4th edition);

· The Belmont Report, U.S.A (1978);

· European Commission 2014. Horizon 2020: How to Complete your ethics self-assessment EU.

· Basel Declaration (Animal Research) (2010);

· Data Protection Act 2018;
· EU Directive 2001/20EC on Clinical Trials
· Council for International Organisations of Medical Sciences (CIOMS) Guidelines

· Health Research Regulations 2018;

· Freedom of Information Act (2014);

· Assisted Decision-Making (Capacity) Act (2015).

· Guide to Ethics Committee Assessment of Project Applications under Scientific Animal Protection Legislation (HPRA 2016)
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Application Form for Ethics Approval submitted to the School Ethics Committee
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