UNIVERSITY OF ULSTER



      RESEARCH GOVERNANCE
RG1a  APPLICATION TO UNDERTAKE RESEARCH ON HUMAN SUBJECTS 

PLEASE REFER TO THE NOTES OF GUIDANCE BEFORE COMPLETING THIS FORM. (Available from the Research Governance website at http://www.ulster.ac.uk/research/rg/)

All sections of this form must be completed (use minimum font size 11).  If the form is altered in any way it will be returned unconsidered by the Committee. 
This form should be used for research in categories A, B and D

Do not use this form for research being conducted in collaboration with the NHS/HPSS (category C). 
SECTION A


Chief 

Investigator


Title of

Project

Student and

course (if
applicable)
Additional 

Investigators

Declaration - Chief Investigator:

I confirm that

· this project meets the definition for research in category* (please insert)
· this project is viable and is of research or educational merit; 

· all risks and ethical and procedural implications have been considered;

· the project will be conducted at all times in compliance with the research description/protocol and in accordance with the University’s requirements on recording and reporting;
· this application has not been submitted to and rejected by another committee; and
· Permission has been granted to use all copyright materials including questionnaires and similar instruments
      Signed:       





Date:


*In addition, you should complete form RG1d for all category D research and form RG1e for both category B and D research 


SECTION B
1.  Where will the research be undertaken?




2.  a. What prior approval/funding has been sought or obtained to conduct this. research?  Please also provide the UU cost centre number if known

      b. Please indicate any commercial interest in/sponsorship of the study


3.  Duration of the Project





4.  Background to and reason(s) for the Project

Please provide a brief summary in language comprehensible to a lay person or non-expert.  Full details must be provided in the description/protocol submitted with this application (see Notes of Guidance) 


5.  Aims of the Project

Please provide a brief summary in language comprehensible to a lay person or non-expert.  Full details must be provided in the description/protocol submitted with this application (see Notes of Guidance) 


6.  Procedures to be used 

  a.  Methods 

Please provide a brief summary in language comprehensible to a lay person or non-expert.  Full details must be provided in the description/protocol submitted with this application (see Notes of Guidance) 


b.   Statistical techniques 

      Please provide details of the statistical techniques to be used within the  
project description/protocol (see Notes of Guidance)

7.  Subjects:

     a. How many subjects will be recruited to the study (by group if 
appropriate)?

	
	

	
	

	
	


     b.  Will any of the subjects be from the following vulnerable groups -

  





        

     
YES   NO
	
	

	
	

	
	

	
	

	
	


Children under 18
Adults with learning or other disabilities
Very elderly people
Healthy volunteers who have a dependent or 

subordinate relationship to investigators 

Other vulnerable groups   
          If YES to any of the above, please specify and justify their inclusion


     c.  Inclusion and exclusion criteria

    Please indicate, with reasons, the inclusion criteria for the project


          Please indicate, with reasons, any exclusion criteria for the project



     d.  Will any inducements be offered?  If ‘Yes’, please describe


    e.  Please describe how and where recruitment will take place


8.  Ethical implications of the research

Please provide an assessment of the ethical implications of the project 

 
9. Could the research identify or indicate the existence of any undetected healthcare concern? 
    




 











Yes

No
 


If Yes, please indicate what might be detected and explain what action will be taken (e.g. inform subject’s GP)

10.  Risk Assessment **


       Please indicate any risks to subjects or investigators associated with the project



   **If you wish, you can use form RG1c – Risk Assessment Record (available from the Research Governance website) to help you assess any risks involved
11.  Precautions

       Please describe precautions to be taken to address the above


12.  Consent form

It is assumed that as this study is being conducted on human subjects, an information sheet and associated consent form will be provided.  A copy of the information sheet and form must be attached to this application. See Notes of Guidance.
      If a consent form is not to be used, please provide a justification:




13.  Care of personal information

Please describe the measures that will be taken to ensure that subjects’ personal data/information will be stored appropriately and made available only to those named as investigators associated with the project.


14.  Copyright   
       Has permission been granted to use all copyright materials including questionnaires and similar instruments?









Yes
         No 
 


If No, please provide the reason


Once you have completed this form you should also complete form RG1d for all category D research and form RG1e for both category B and D research































Once complete, this application and all associated materials must be submitted for peer review 





Peer Review





Those conducting peer review should complete form RG2 and attach it to this form (RG1). RG1, RG2 and all associated materials should then be returned to the Chief Investigator.





Depending upon the outcome of peer review, the Chief Investigator should arrange to submit to the Filter Committee, resubmit the application for further review or consider a new or substantially changed project.  The application must not be submitted to the Filter Committee until the peer review process has been completed (except as permitted below)





Please note that peer review can be conducted by the Filter Committee if time and capacity allow. This is at the discretion of the Chairperson of each Filter Committee and is subject to change. 








Filter Committee





The application must be considered by the Filter Committee in accordance with the requirements of the University





The Filter Committee should complete form RG3 and write to the Chief Investigator indicating the outcome of its review





Depending upon the outcome of the Filter Committee review, the Chief Investigator should arrange to proceed with the research OR submit to the University’s Research Ethics Committee OR resubmit the application for further review OR consider a new or substantially changed project





The Filter Committee should retain a complete set of original forms.























End:





Duration:





Start:
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