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               Institute for Health Research

Research Proposal Ethical Approval Form (RS1_RA1_IHR)

Complete this form and submit it to the Institute for Health Research Ethics Committee. 

· Under graduate and post graduate students should attach a copy of their full proposal. 

· Staff should attach (or include below) an abstract of their research proposal. 

· All applicants should include any consent forms or information sheets, and data collection tools you intend to use with your participants.
· If the intention is to work and specific agencies or establishments the applicant should attach copies of any letters of agreement with those agencies/establishments. 
Provide as much information as you are able to on this form and answer the questions as fully as you can. INSTRUCTIONS FOR SUBMISSION ARE TO BE FOUND BELOW THE SIGNATURE PANEL TOWARDS THE END OF THIS FORM
ALL staff and students MUST obtain ethical approval BEFORE beginning any fieldwork 

All proposals:

	Name:
	     

	Contact email/phone: 
	     

	Date:
	     

	Title of Proposal:
	     

	Anticipated Start Date:
	of Project:      
	Of fieldwork:      

	Anticipated Duration of project:
	      Yrs:Months

	Is the project to be externally funded?
YES
NO 


Student proposals:

	Supervisor Name:
	     

	Award studied for:
	     

	Will you be collecting data outside the UK?         YES *   NO


* If YES Masters students must complete the Authorised Absence form on the IHR website http://www.beds.ac.uk/research/ihr/ethics and return it with this form, PhD students must contact the Research Graduate School.
Staff Proposals: 

	Department:
	     

	Role/Job Title:
	     

	Principal Investigator:
	     


N.B. Before completing this form you should read the NHS National Research Ethics Service Guidance available from http://www.nres.npsa.nhs.uk/applications/guidance/ [Applications from other disciplines such as psychology or social studies should read the ethical guidance relevant to their discipline]

Undergraduate and Postgraduate students should complete this form in consultation with their supervisors

What are the key aims or objectives of your research? (Provide a brief summary in bullet points)

	


  
What is the key question your research will address?

	


     

Who is your target group or sample?

	


     

What data collection methods will you use?

	


 

Answer the following questions by checking ‘yes’ or ‘no’ and supplying any additional information as required

1) Does the study involve children (anyone under 18 years), vulnerable participants or those who are unable to give informed consent? [Please consult the notes on researching with children and young people and the list of those who may be considered ‘vulnerable’ at the end of this form before completing]

YES



NO

· If YES: Explain what steps will be taken to ensure that participants understand what participation will mean     

· If YES: Have/will researchers been CRB checked? (obligatory)

YES



NO

· If you are researching with children/young people, what is your target age group?

     

2) From whom will consent be sought and how is consent to be given? (it is anticipated that written consent will be sought in most circumstances)

	


     

3) Is participation voluntary?

YES



NO

4) Will it be necessary for participants to be involved without consent? (e.g. covert observation in public places)

YES



NO



5) Will the study make use of gatekeeper(s) to access participants?

YES



NO

6) Will the study include participants or involve accessing information or case files pertaining to those who are part of your client group, case load or with whom you are working?

YES



NO

· If YES: How will you obtain their consent to use information about them, access their files or otherwise participate?
7) Will the study be exploring ‘sensitive’ topics? [Please consult the list of what may constitute a ‘sensitive’ topic given at the end of this form] 



YES



NO


8) Will the research investigate involvement in any illegal activity?



YES



NO


9) Will any incentives or rewards be offered for participation?

YES



NO

· If YES: Explain the nature of the incentives or rewards

     

10) Is the research likely to cause any distress to participants?

YES



NO
 

NOT SURE

11) Will arrangements be made to support participants after their involvement

in fieldwork if necessary?


YES



NO

· If YES: Please explain the nature of the arrangements

     

12) Will the research involve intrusive interventions? (e.g. provision of drugs to participants, hypnosis, physical exercise, blood or tissue sampling)

YES



NO

13) Will the research involve any participants from the NHS (patients or staff)

YES



NO

· If you have answered YES to this question you MUST additionally submit your proposal to the National Health Service Local Research Ethics Committee via the Integrated Research Application System (IRAS): https://www.myresearchproject.org.uk/
14) Will the study involve clients or workers of a Local Authority?

YES



NO

· If you have answered YES to this question you should additionally seek the permission of the relevant Local Authority Research Governance Committee.  
15) Will ethical approval for the project be sought from any other source?

YES



NO

If you have answered YES to this question please give details and forward the letter of approval to the Chair of Ethics Committee of IHR      

If in doubt about completing any aspect of this form, consult your supervisor or, where appropriate, a member of the IHR Ethics Committee

16) Summarise below any ethical issues involved in your proposed research and state how you intend to address them, paying particular attention to any of the questions above to which you have answered ‘yes’.. 

If your research involves fieldwork with human subjects provide details of:

· how you will gain informed consent, 

· how you will ensure confidentiality and deal with disclosures of harm or illegal activity, 

· how you will inform participants about the purpose of the research and dissemination of findings, who will have access to the data, 

· what steps will be taken to ensure the safety of researchers and participants, 

· what mechanisms you will employ to enable participants to withdraw from the research if they should wish to do so, 

· how you will store the data you collect and what you will do with it on completion of the project. 

[NB. If it is envisaged that data will be processed outside of the research team (e.g. external transcribers) a confidentiality agreement may be required.] 
    

	


	Applicant declaration

I understand that I cannot begin any fieldwork until the application referred to in this form has been approved by all relevant parties. I agree to carry out the research in the manner specified. If I make any changes to the approved method I will seek further ethical approval for any changes

Signed (Applicant): ……………………………………………………    Date: ………………

Signature of Supervisor/ Director of Studies (N.B. This is NOT required for staff applications) 

….……………………………………………………………………  Date: ………………




Note to supervisors: Signing this form certifies that in your opinion, the project described here is ethical under Departmental and NHS guidelines. Do NOT sign if you are unsure or if the student has not attached complete details of the research design and methodology

SUBMISSION OF APPLICATION

Please save this form as a word document using the following convention:

Applicantsurname_IHRECapp_MMMYY.doc (eg Smith_IHRECapp_NOV10)

Attach copies of information sheets, data collection tools and/or consent forms (draft versions acceptable)

FORWARD ONE SIGNED HARD COPY TO Melanie Coulson, IHR Administrator, Institute for Health Research, Putteridge Bury Tel: 01582 743736.
AND

AN ELECTRONIC VERSION OF THIS FORM TO: melanie.coulson@beds.ac.uk 

Decision of the Ethics Committee

This proposal has been considered by:


IHR Ethics Committee

Approved ………………….


Deferred …………………..


Returned for Amendments..


Rejected ………………….


Referred to IHREC


_________________ Date Referred

Referred to UREC


_________________ Date Referred

If returned for amendments or rejected, give details: 

If referred to IHREC or UREC, outline reasons

Please Note: This Ethical Approval may be subject to further scrutiny by the University Research Ethics Committee and any other relevant internal and/or external committees as may be required. It is the responsibility of the student/PI to ensure that such approvals are obtained and can be evidenced if and when necessary

Signature of Ethics Committee: (specify which committee) _____________________________

Chair: 

Print Name………..………………………………Signature: ………………………………….

Vice-Chair/Counter-signatory: 

Print Name: ………………………………………Signature: ……………………………………

Date…………………………………………………………….....

IHREC – NOTES AND GUIDANCE FOR ETHICS COMMITTEE APPLICATIONS.

The purpose of the ethics committee is to provide ethical oversight of research-based activities conducted by staff and students in relevant departments of the Faculty of Health and Social Sciences. The faculty has two ethics committees, IHREC (Institute of Health Research) and IASREC (Institute of Applied Social Research).
The IHREC considers proposals for primary research which is health-related from all undergraduate and post-graduate students and staff within the Faculty of health & Social Sciences. 
The IHREC is responsible for ethical approval of all research undertaken by staff and post graduate students within the Faculty of Health and Social Science whose research focus is Health Research rather than Social. Research proposals that are concerned specifically with social rather than health issues should be addressed by IASREC. There will be occasions where a proposed project may seem to fit equally well with either ethics committee in which case the researcher should contact the Chair or IHR and/or IASREC and discuss the most appropriate way forward. It does not matter which committee gives approval as long as it has been given.

Completing the form: The IHREC form has been designed to ensure that when fully completed an application has addressed all relevant areas. Not all questions will be relevant to all projects but it is important that the information provided is sufficient for the committee to be able to gain a thorough understanding of:

· what the applicant wishes to do

· what methods are to be used

· which groups of participants are to be approached

· the extent to which risk and safeguards have been considered and addressed.

If in doubt about completing any aspect of this form consult your supervisor or, where appropriate, a member of the IHR Ethics Committee

Researching with children and young people: If the child or young person is aged under 16 you MUST obtain parental consent or the consent of someone acting in locus parentis to include them in your research. If the young person is aged 16-18 and is considered to be ‘Gillick Competent’ they are able to give consent on their own behalf. However, for people in this age group, please consider the notes below on groups that may be regarded as ‘vulnerable’ and who may therefore require some special considerations

Examples of groups who might be considered ‘vulnerable’ include: (this list is not exhaustive)

People with learning disabilities

People with mental health problems

People with drug/alcohol problems or addictions

People in situations of extreme powerlessness (for example, homeless people)

People with relationships to the researcher over whom the researcher may exert power or control (for example, your own client group or your own students)

People in custody

People with long-term, life threatening illnesses

People living in residential care (children, young people, elderly people, people with disabilities)

People living in extremely disadvantaging social and/or economic circumstances

People involved in situations of, or recovering from, child abuse/rape/domestic violence/sexual exploitation

People on migratory journeys (refugee groups and/or people who are seeking asylum)

‘Sensitive’ research involves researching topics that may be considered ‘taboo’, morally or legally ambiguous and/or emotionally challenging. While some topics might be considered inherently sensitive (child sexual abuse, for example) other topics are rendered sensitive by the moral or political climate that surrounds the activity being investigated. For this reason, it is difficult to define a sensitive topic definitively but examples of what may be considered ‘sensitive’ topics include: (this list is not exhaustive)

Sexual activity

Drug/Alcohol Misuse

Bullying

Domestic Violence

Parent/child conflict

Experiences of being looked after

Experiences of being fostered / adopted

Experiences of child abuse

Experiences of mental health problems

Experiences of eating disorders

Living with a life threatening condition (e.g. HIV/AIDS)

Involvement in criminal behaviour

Involvement in migratory processes (legal or illegal)







IHR ethics application 2009/10

Consult the guidance notes at the end of this form


