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Research Proposal 
for Human Biological or Psychological 
and Sociological Investigations
This application should be completed after reading the University Code of Practice on Investigations Involving Human Participants  (found at http://www.lboro.ac.uk/admin/committees/ethical/ind-cophp.htm).  

1. Project Title

     
2. Brief lay summary of the proposal for the benefit of non-expert members of the Committee.  This should include the scientific reasons for the research, the background to it and the why the area is important.
     
3. Details of responsible investigator (supervisor in case of student projects)

Title:       

Forename:       

Surname:      
Department:      
Email Address:      
Personal experience of proposed procedures and/or methodologies

     
4. Names, experience, department and email addresses of additional investigators

     
5. Proposed start and finish date and duration of project 

Start date:       

Finish date:       

Duration:      
Start date for data-collection:      
NB. Data collection should not commence before EAC approval is granted.

6. Location(s) of project

     
7. Reasons for undertaking the study (eg contract, student research)

     
8. Do any of the investigators stand to gain from a particular conclusion of the research project?

     
9a. Is the project being sponsored?



Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If Yes, please state source of funds including contact name and address

     
9b. Is the project covered by the sponsors insurance?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If No, please confirm details of alternative cover (eg University cover).

     
10. Aims and objectives of project

     
11a. Brief outline of project design and methodology
(It should be clear what each participant will have to do, how many times and in what order.)
     
11b. Measurements to be taken
(Please give details of all of the measurements and samples to be taken from each participant.)
     
12. Please indicate whether the proposed study:

Involves taking bodily samples





Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Involves procedures which are physically invasive (including the collection of body secretions by physically invasive methods) 






Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Is designed to be challenging (physically or psychologically in any way), or involves procedures which are likely to cause physical, psychological,  social or emotional distress to participants










Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Involves intake of compounds additional to daily diet, or other dietary manipulation / supplementation







Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Involves pharmaceutical drugs (please refer to published guidelines) 
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Involves testing new equipment





Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Involves procedures which may cause embarrassment to participants
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Involves collection of personal and/or potentially sensitive data 

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Involves use of radiation (Please refer to published guidelines. Investigators should contact the University’s Radiological Protection Officer before commencing any research which exposes participants to ionising radiation – e.g. x-rays) 



Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Involves use of hazardous materials (please refer to published guidelines) Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Assists/alters the process of conception in any way 


Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Involves methods of contraception 





Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Involves genetic engineering






Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If Yes, please give specific details of the procedures to be used and arrangements to deal with adverse effects.

     
13. Participant Information

Number of participants to be recruited:      
Details of participants (gender, age, special interests etc):
     
How will participants be selected?  Please outline inclusion/exclusion criteria to be used:

How will participants be recruited and approached?

Please state demand on participants' time.

     
14. Control Participants

Will control participants be used? 





Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If Yes, please answer the following:

Number of control participants to be recruited:      
How will control participants be selected?  Please outline inclusion/exclusion criteria to be used.

     
How will control participants be recruited and approached? 

     
Please state demand on control participants' time.

     
15.
Procedures for chaperoning and supervision of participants during the investigation

     
16.
Possible risks, discomforts and/or distress to participants

     
17.
Details of any payments to be made to the participants

     
18. Is written consent to be obtained from participants? 

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If yes, please attach a copy of the consent form to be used.

If no, please justify.

     
19. Will any of the participants be from one of the following vulnerable groups?

Children under 18 years of age





Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

People over 65 years of age






Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

People with mental illness






Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Prisoners/other detained persons





Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Other vulnerable groups (please specify      )



Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If Yes, to any of the above, please answer the following questions:

What special arrangements have been made to deal with the issues of consent?


Have investigators obtained necessary police registration/clearance? (please provide details or indicate the reasons why this is not applicable to your study)

     
20. How will participants be informed of their right to withdraw from the study?

     
21. Will the investigation include the use of any of the following?

Observation of participants






Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Audio recording 







Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Video recording







Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If Yes, to any, please provide detail of how the recording will be stored, when the recordings will be destroyed and how confidentiality of data will be ensured?


22. What steps will be taken to safeguard anonymity of participants/confidentiality of personal data?

     
23. Please give details of what steps have been taken to ensure that the collection and storage of data complies with the Data Protection Act 1998?

Please see University guidance on Data Collection and Storage and Compliance with the Data Protection Act.
     
24. If human tissue samples are to be taken, please give details of and timeframe for the disposal of the tissue.

Please note that this information should also be outlined on the Participant Information Sheet

     
24. Insurance Cover
It is the responsibility of investigators to ensure that there is appropriate insurance cover for the procedure/technique.

The University maintains in force a Public Liability Policy, which indemnifies it against its legal liability for accidental injury to persons (other than its employees) and for accidental damage to the property of others. Any unavoidable injury or damage therefore falls outside the scope of the policy.

Will any part of the investigation result in unavoidable injury or damage to participants or property?











Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If Yes, please detail the alternative insurance cover arrangements and attach supporting documentation to this form.

     
The University Insurance relates to claims arising out of all normal activities of the University, but Insurers require to be notified of anything of an unusual nature 

Is the investigation classed as normal activity? 



Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If No, please check with the University Insurers that the policy will cover the activity.  If the activity falls outside the scope of the policy, please detail alternative insurance cover arrangements and attach supporting documentation to this form.

     
25. Declaration

I have read the University's Code of Practice on Investigations on Human Participants and have completed this application.  I confirm that the above named investigation complies with published codes of conduct, ethical principles and guidelines of professional bodies associated with my research discipline.

I agree to provide the Ethical Advisory Committee with appropriate feedback upon completion of my investigation.

Signature of applicant:


Signature of Head of Department:


Date


For all applications:

Please ensure that you have attached copies of the following documents to your submission

· Participant Information Sheet

· Informed Consent Form
In addition, please attach copies of the following documents if applicable. 

· Willingness to Participate Forms
· Health Screen Questionnaire
· Questionnaires and Example Interview Questions
· Advertisement/Recruitment material
· Evidence of consent from other Committees
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