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QUEEN’S UNIVERSITY BELFAST

Investigator’s checklist for research ethics review involving human participants
The University is committed to ensuring that all research undertaken by its staff and students is conducted to the highest standards of integrity.  Central to this is the consideration of ethical issues arising from research involving human participants, human material and data.  The University's policy is that all such research should undergo appropriate ethical scrutiny, to ensure that the rights, dignity, safety and well-being of all those involved are protected.  

This research ethics checklist should be completed for every research project that involves human participants.  It is used to determine the amount of risk of harm entailed in a proposed study and to identify whether an application for ethical approval needs to be submitted. Before completing this form, please refer to the University Policy on the Ethical Approval of Research (http://www.qub.ac.uk/Research/Governance-ethics-and-integrity/Policies-procedures-and-guidelines/ ). The Chief Investigator or the supervisor, is responsible for exercising appropriate professional judgement in this review.

Ethical approval, where required, must be obtained before potential participants are approached to take part in any research.

	
	
	Yes
	No

	1
	Does the study involve human participants, their material or data?
	(
	(

	2
	Are you sourcing participants, material or data through an external source?
	(
	(

	3
	Does the study involve participants who are particularly vulnerable or unable to give informed consent? (eg children, people with learning disabilities, your own students)
	(
	(

	4
	Will the study require the co-operation of a gatekeeper for initial access to the groups or individuals to be recruited? (eg students at school, members of self-help group)
	(
	(

	5
	Will it be necessary for participants to take part in the study without their knowledge and consent at the time? (eg convert observation of people in non-public places)
	(
	(

	6
	Will the study involve the discussion of sensitive topics (eg sexual activity, drug use)?
	(
	(

	7
	Are drugs, placebos or other substances (e.g. food substances, vitamins) to be administered to the study participants or will the study involve invasive, intrusive or potentially harmful procedures of any kind?
	(
	(

	8
	Will blood or tissue samples be obtained from participants?
	(
	(

	9
	Is pain or more than mild discomfort to participants likely to result from the study?
	(
	(

	10
	Could the study induce psychological stress or anxiety or cause harm or negative consequences beyond the risks encountered in normal life?
	(
	(

	11
	Will the study involve prolonged or repetitive testing?
	(
	(

	12
	Will financial inducements (other than reasonable expenses and compensation for time) be offered to participants?
	(
	(

	13
	Will the study involve the recruitment of patients or their relatives/carers through Health and Social Care?
	(
	(

	14
	Will the study involve patients who are cared for in private and voluntary sector nursing homes and/or residents of residential care homes (Northern Ireland only)?
	(
	(

	15
	Will the study involve exposure to ionising radiation?
	(
	(

	16
	Will the study involve clinical trials of medicinal products involving patients or healthy volunteers?
	(
	(

	17
	If yes, to 16, has Clinical Trial Authorisation been obtained from the MHRA and/or ORECNI approval?
	(
	(

	18
	Will the study involve medical devices (all products, except medicines, used in healthcare for diagnosis, prevention, monitoring or treatment of illness or disability)?
	(
	(

	19
	Will the study involve health-related research in prisoners?
	(
	(


What happens next?
If you have answered ‘Yes’ to any of the above questions, a full ethical review must be undertaken. Please retain this form and consult your School or Faculty Research Ethics Committee for guidance on how to apply for ethical approval. http://www.qub.ac.uk/Research/Governance-ethics-and-integrity/Ethics/FacultyResearchEthicsCommittees/  

If you have answered ‘Yes’ to any question from question 13 to  question 19, you will have to submit an application for ethical review to the Office for Research Ethics Committees in Northern Ireland (ORECNI), rather than to your School’s Research Ethics Committee, see (http://www.hscbusiness.hscni.net/orecni.htm). For further information on MHRA Clinical Trials Authorisation go to www.mhra.gov.uk. 
Please note that any significant change in the question, design or conduct of the research should be notified to your School/Faculty Research Ethics Committee and may require a new application for ethics approval.

Further guidance can be obtained from the Research Governance Office, telephone 028 90972529 or email researchgovernance@qub.ac.uk. Our Research Governance website is another useful source of information.  (http://www.qub.ac.uk/Research/Governance-ethics-and-integrity/Ethics/ ).
Please note that all active projects involving human participants must be recorded on the Human Subjects Projects Database (insurance database) accessed via “My Research” option on Queen’s Online
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