ETHICAL REVIEW OF RESEARCH PROJECTS INVOLVING HUMAN PARTICIPANTS

PRE-APPLICATION CHECKLIST

‘Research is original investigation undertaken in order to gain knowledge and understanding. It includes: work of direct relevance to the needs of commerce and industry, as well as to the public and voluntary sectors; the creation, development and maintenance of the intellectual infrastructure of subjects and disciplines, in forms such as dictionaries, scholarly editions, catalogues and contributions to major research databases; the invention and generation of ideas, images, performances and artefacts including design, where these lead to new or substantially improved materials, devices, products and processes, including design and construction. It excludes routine testing and analysis of materials, components and processes, e.g. for the maintenance of national standards, as distinct from the development of new analytical techniques. It also excludes the development of teaching materials that do not embody original research.’
Activities that meet this definition constitute research for the purposes of the Kingston University research ethics policy.

Any research that involves living human participants, and that is carried out on Kingston University premises and/or by Kingston university staff or by KU students under the supervision of KU staff requires ethical approval. Examples of human participation in a research study would include 1) obtaining data through intervention or interaction with the individual, 2) accessing identifiable personal information from any other source and 3) the collection or study of their organs and/or tissue in accordance with the Human Tissue Act 2004 (Commencement No.1) Order 2005 – School of Life Science only – see Quality Manual. In assessing whether ethical approval is required, researchers should give due consideration to the reputational implications for both the University and the subject discipline if things were to go wrong. 

For all projects, the pre-application checklist should be used to determine whether ethical approval is required:

· Will your research involve living human participants?

· Will your research involve data on humans?

· Will your research involve human biological material?

If the answer to any of these questions is YES, then either an RE4 form must be approved for the project (fast-track form or full application) or a block release agreement must be in place. The researcher is responsible for determining which pathway is most appropriate, with the advice of the chair of the Faculty Research Ethics Committee (FREC) where necessary. 

Section 6 of the ethics guidance provides further information about the three pathways for ethical approval. Projects for taught students will usually be covered under a block release agreement (where ethical approval has been delegated to the module leader). This may also be the case for certain low-risk projects for staff and research students (where responsibility for ethical approval has been delegated to the head of subject or supervisor). Please check with your project supervisor whether or not you are covered. If NOT, you must submit an application for ethical approval prior to data collection.

Health and social care research: special note for projects involving the NHS (including Phase 1 studies involving healthy volunteers):

The National Research Ethics Service (NRES) for England works closely with the UK Health Departments to develop and maintain a common UK-wide system for ethical review of health and social care research.

Certain health and social care research projects require approval by an NHS Research Ethics Committee (REC) prior to commencement. For full details see http://www.nres.nhs.uk/applications/
For details on all projects requiring NHS ethical review, see: 
http://www.nres.nhs.uk/applications/is-your-project-research/ 
 
All applications to RECs in the National Research Ethics Service are made using the Integrated Research Application System (IRAS). Except where research involves adults unable to consent for themselves in both England / Wales and Scotland, only one ethical review is required for any research study in the UK.

The Integrated Research Application System (IRAS) is a single online system for applying for permissions and approvals for health and social care/community research in the UK. IRAS can be accessed at www.myresearchproject.org.uk. IRAS contains extensive guidance to support researchers in completing their application form. 

In completing your application, you should refer to the Ethics guidance and procedures for undertaking research involving human participants.
Where ethical review has been undertaken by another suitably qualified committee such as the NHS, the Faculty Research Ethics Committee should be notified by submitting a fast-track RE4 form. Evidence of approval should be appended to the form and the original application should be held on file in the Faculty Research Office in case of inspection.
RESEARCH PROPOSAL GUIDELINES
Provide a description of the proposed research plan and procedures, using the following headings. Show clearly that the research protocol gives adequate consideration to participants’ welfare, rights, beliefs, perceptions, customs and that cultural heritage, both individual and collective, will be respected in the course of your research.
Research plan and protocols
· What is the rationale for the research?

· What is the research design/method?

· Where will the project be conducted?
· What is the participant group(s) and why has it been selected?

· How many participants will be recruited and what is the rationale for that number?
· How, by whom, and where, will potential participants be selected and approached to receive the invitation to participate? (Attach a copy of letters, advertisements, posters or other recruitment material to be used)
· How much time will potential participants have to consider the invitation to participate?
· What is required of participants?  (Attach a copy of any testing protocols, interview schedules, data sheets, informed consent, etc to be used.) 


· Relevant experience of researchers
· Data storage and access to data
· Explain how the information you receive will be analysed/interpreted and reported.  What specific approaches or techniques (statistical or qualitative) will be employed? 
· Dissemination 
Ethical consideration

· How will voluntary participation be ensured?
· Is active consent being sought from all participants for all aspects of the research involving them?  If No, why not?

· How will participants’ privacy be protected during the recruitment process, or access to tissue samples, or access to records?

· What are the benefits and risks to participants and how will risks be minimised?
· Are there any potential conflicts of interest for the researchers?

· Do the researchers have any affiliation with, or financial involvement in, any organisation or entity with direct or indirect interests in the subject matter or materials of this research?  Do the researchers expect to obtain any direct or indirect financial or other benefits from conducting this research?
· Are there any restrictions on the publication of the results of this study? If yes, who has imposed them and what are they?
· Will the research involve payments/rewards/inducements to participants?

· How will confidentiality/anonymity of information received be ensured?
· Any other ethical issues specific to your research?
Risk/benefit analysis

· Clearly justify any potential risks to participants (however minimal) by the potential benefits of the research. 

· Disclose any foreseeable risks (for example the discomfort of having your views challenged by others in a focus group, or that associated with negative feedback about a learning assessment).
· Is there a risk that illegal activities or protection issues may be uncovered during the course of the research? If so, how will issues of disclosure be dealt with?

· Could research results or outputs be misused for purposes that are illegal or harmful? 
· Direct benefit to participants

· How risks and benefits identified here will be communicated to the participants (e.g., through the informed consent document)?

· Identify any costs and compensation
CONSENT:  PROFORMA/EXEMPLARS OF INFORMATION AND CONSENT FORMS 
Informed Consent

· Please read section 3 of the Guidance which is relevant to obtaining informed consent from potential participants in a research study.

· An information sheet should be provided for participants to read prior to obtaining informed consent. This should describe in jargon free language what the research study is about and what taking part will entail. Depending on the method of recruiting participants the information sheet can either be handed directly to participants or could be written in the form of a letter. An example of the latter is provided overleaf. It is recognised that Faculties will provide other types of exemplars appropriate to different research approaches. Please consult your Faculty Ethics lead for further information.

· After potential participants have had time to consider their decision about taking part, written consent should be documented as shown on the form on page 24
INFORMATION AND CONSENT

Please append the letter inviting subjects to take part and explaining the study, as it will appear - ie. using your letterhead, etc.  We recommend that the letters should follow the format below. If there is no written invitation and explanation, please justify.
Dear X

Study of __________  (simple and unfrightening title)

We are asking you if you would help us with a study which involves ........  We are doing this study to find out ........  If you agree, we would ask you to come on ........  on ........ and we would ........

Your name as a possible participant was accessed via ................................................

The side effects of __________ are ........  but these are ........  You need not take part in this study, and you can leave it at any time without affecting your education/relationship with the Faculty or University in any way.

All information we gain from you will be maintained in a strictly confidential manner.  The only people who will have access to the information will be  __________.  After the project all raw data that can identify individuals will be destroyed.  In the reporting of the project, no information will be released which will enable to reader to identify who the respondent was.  We would / would not (delete as appropriate) reimburse your travel expenses. If you have any questions or problems, please contact me.  My telephone number is __________

Yours sincerely
[Name]

Contact details:

1. Researcher contact details in case of query

2. Deans’ contact details in case of complaint
NOTES:

· Participants should be told if the study involves placebo treatments where applicable. 

· Participants should be told how they would be allocated to different intervention groups where applicable. 

· Participants should be advised of the rights: eg. To withdraw, to seek advice, access to results, etc.

· Try to use everyday words instead of jargon.

· Use "would" instead of "will" for the subjects actions, because their consent should not be assumed.

It is recommended that a form separate from the information sheet is developed for the respondent to document their consent.     

WRITTEN CONSENT TO PARTICIPATE IN A RESEARCH STUDY

	Statement by participant

· I confirm that I have read and understood the information sheet/letter of invitation for this study. I have been informed of the purpose, risks, and benefits of taking part.

(Title of Study)---------------------------------------------------------------------------------------------------------

· I understand what my involvement will entail and any questions have been answered to my satisfaction.

· I understand that my participation is entirely voluntary, and that I can withdraw at any time without prejudice.

· I understand that all information obtained will be confidential.

· I agree that research data gathered for the study may be published provided that I cannot be identified as a subject.


· Contact information has been provided should I (a) wish to seek further information from the investigator at any time for purposes of clarification (b) wish to make a complaint.

       Participant’s Signature----------------------------------------------------------------------------------------------

       Date -------------------------------------------------------------------------------------------------------------------



	Statement by investigator

· I have explained this project and the implications of participation in it to this participant without bias and I believe that the consent is informed and that he/she understands the implications of participation.

Name of investigator -----------------------------------------------------------------------------------------------

Signature of investigator -------------------------------------------------------------------------------------------

        Date -------------------------------------------------------------------------------------------------------------------



APPLICATION FORM FOR CHANGE IN METHODOLOGY OR CHANGE IN MEMBERSHIP OF THE RESEARCH TEAM 
Date of Original Ethical Approval: ________________________________________________


Project Title:





	Name of lead applicant (Title / first name / surname):
	

	Position held:
	

	Department/School/Faculty: 
	

	Telephone:
	

	Email address:
	


If it is STUDENT research: Course: _________________________________________

         Supervisor/DoS: __________________________________

On a separate page, describe and provide justification for the changes being proposed.  Be concise and specific in describing changes in methodology that affect the experience of participants and/or relate to the risks/benefits of participation.  Explain why these changes are necessary.

	The proposed changes in protocol will necessitate changes in documents such as recruitment flyers, consent forms, debriefing forms, or other project-related documents.  
	Yes
	
	No
	


If YES, attach a copy of the revised documents with changes highlighted.
CERTIFICATION OF LEAD APPLICANT
I certify that information contained in this request is complete and accurate.

________________________________ 








Signature of Lead Applicant






       Date of Signature

CERTIFICATION OF SUPERVISOR/DoS (If Lead Investigator is a Student)

I certify that information contained in this request is complete and accurate.

____________________________________________________________________________

Signature of Project Supervisor/DoS



                              Date of Signature

