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GENERIC PROTOCOL APPROVAL FORM FOR 

HUMAN BIOLOGICAL/PSYCHOLOGICAL/SOCIOLOGICAL* INVESTIGATIONS

* delete as appropriate
This application form should be completed for generic protocols NOT individual research proposals.  It applies to procedures/techniques that will be performed on a regular basis and form all or part of subsequent research projects.  This form should not be used for one-off research projects.

This application form should be completed after reading the University Code of Practice on Investigations on Human Participants (found at http://www.lboro.ac.uk/admin/committees/ethical/ind-cophp.htm).  

1. Title of Procedure/ Technique

     
2. Brief lay summary of the procedure/ technique for the benefit of non-expert members of the Committee

     
3. Details of responsible investigator (supervisor in case of student projects)

Title:       

Forename:       

Surname:      
Department:      
Email Address:      
Personal experience of and/or training in proposed procedure/technique,

     
4. Names, experience, department and email addresses of additional investigators (if known)

Please notify the Committee Secretary when additional investigators are trained in the procedure/technique.

     
5.
Location(s) if known

     
6. 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 of age







Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

People with mental illness






Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Prisoners/other detained persons





Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Pregnant women







Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Other vulnerable groups







Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

7. Will the procedure/technique involve any of the following?

Testing new equipment/drugs






Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Administering drugs (including caffeine) 





Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Use of radiation (eg x-rays)






Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Assisting/altering the process of conception in any way



Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Methods of contraception






Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Genetic engineering







Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Will be conducted outside of the UK





Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

If yes, please submit a full research proposal to the Ethical Advisory Committee.  Generic Protocols cannot be used to cover these activities.

8. Description/outline of procedure/ technique including reasons for performing the procedure/technique 

     
9. Do any investigators stand to gain from a particular conclusion of the procedure/technique?

     
10. Methodology (detailed description)

     
11. Detail of measurements to be taken

     
12. Please indicate whether the proposed procedure/ technique:

Involves taking bodily samples 







Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Involves procedures which are physically invasive




Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Is designed to be challenging (physically or psychologically in any way) 


Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Involves dietary manipulation or supplementation





Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Prescribes intake of compounds additional to daily diet




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 

If Yes - please give details of the arrangements to deal with adverse effects.
     
13. Participant Information

Details of participants (gender, age, special interests etc)

     
Please outline inclusion/exclusion criteria to be used in selecting participants for this procedure/ technique.

     
Where appropriate please indicate where participants will be recruited from.

     
14. Procedures for chaperoning and supervision of participants during the procedure/technique

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

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

     
17. Will written consent to be obtained from participants for the procedure/technique?












Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

If Yes, please attach a SAMPLE (generic wording to cover this procedure/technique to be included in main consent form) of the consent form to be used.

If No, please justify.

     
18. How will participants be informed of their right to withdraw from, or stop, the procedure?

     
19. Will the procedure/technique include the use of any of the following?

Audio/video recording 







Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

Observation of participants







Yes  FORMCHECKBOX 
  No FORMCHECKBOX 

If yes to either, please provide detail of how the recording will be stored, when the recordings will be destroyed and how confidentiality of data will be ensured.
     
20. What steps will be taken to safeguard anonymity of participants/confidentiality of personal data?

     
21. Will collection and storage of data comply with the Data Protection Act?

     
22. 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 the procedure/technique 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 procedure/technique 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.

     
23. Declaration

I have read the University's Code of Practice on Investigations on Human Participants and completed this application.

I agree to provide the Ethical Advisory Committee with appropriate feedback should I need to make any changes to this protocol in light of experience.

Signature of applicant:



Signature of Head of Department:



Date


For all applications:

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

· Participant Information Sheet

· Informed Consent Form

In addition, please attach sample 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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