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Faculty of Health/Faculty of Sciences

Application for Independent Peer Review of Research Project

Applicant’s Checklist

Before submitting the application, please tick to confirm that each of the following has been included with the application.  If all the relevant elements have not been completed or included, the application will be returned for their inclusion.

IF THIS CHECKLIST IS NOT FULLY COMPLETED THIS FORM WILL BE RETURNED AND MAY MISS THE DEADLINE FOR THE IPR PANEL

	 Name of Researcher: 	Please complete


	Document
	Enclosed

	University Independent Peer Review form
· 3  complete paper copies including all appendices etc.- Single sided, Single Spaced. 
When collating documents please do not staple as they may need to be photocopied

· 1 electronic copy – please send as a SINGLE document including All Appendices Etc.

Self Addressed Envelope
	
[bookmark: Check1]|_|Yes		



Emailed to Faculty Ethics Administrator
|_|Yes		

|_|Yes		

	Completed section - Funding
	|_|Yes		|_|N/A 


	Signatures:
· Of researcher
· Of supervisor or head of Unit (e.g. of Programme Area)
· NHS Trust (e.g. Service Director)

· Clinical Director/Directorate Manager/Research Governance Manager
	
|_|Yes		
|_|Yes		

|_|Yes		 

|_|Yes	


	Risk Assessment
	|_|Yes		|_|N/A 


	Participant Information Sheet
	|_|Yes		|_|N/A


	Participant Consent form
	|_|Yes		|_|N/A


	Letter of invitation to participants
	|_|Yes		|_|N/A


	Interview schedules
	|_|Yes		|_|N/A


	Questionnaire
	|_|Yes		|_|N/A


	Other relevant information e.g. participant questionnaires, tests, product information
	|_|Yes		|_|N/A







Independent Peer Review Form (supplement to the IRAS form)

The research protocol should be completed as concisely as possible and it should address the following points as applicable.  Please state clearly if any section is not applicable to your project.  The majority of the sections are the same as the IRAS form.  The boxes can be expanded and your text can be ‘cut and pasted’ from the IRAS form.  For convenience we have indicated the relevant IRAS question references that map to this form

Please e-mail this completed form (adding appendices etc., to form one single document) to h.sutton@staffs.ac.uk and d.white@staffs.ac.uk  and send 3 hard copies and a self addressed envelope with the appropriate signatures to Helen Sutton, Postgraduate Administrator, Faculty of Health, Blackheath Lane, Stafford, ST18 0AD.  (Please see timetable of submission dates on Faculty Ethics web site.)

	Applicants are invited to attend the IPR Panel meeting. Please contact Helen Sutton (01785 353756 or h.sutton@staffs.ac.uk) for a time of attendance.



	Administrative Details



	
Full title of the research project:

Short title of the research project:

Key words: 




	
Name of Principal Investigator:

Award:

Contact Address:


Contact Telephone number
Contact E-mail: 

Name of supervisor:




	Name of Principal Investigator:

Award:

Contact Address:


Contact Telephone number
Contact E-mail: 

Name of supervisor:




	Other Members of the Study Team (if there are more then 3 members please keep adding to this section)

Name:
Post:
Organisation:
Role in Study:

Name:
Post:
Organisation:
Role in Study:

Name:
Post:
Organisation:
Role in Study:




	What is the principal research question /objective?  Provide a clear account of the purpose of your investigation, including primary and secondary objectives (A10 – A11 of IRAS form)













	Scientific background What is the scientific justification for the research?  What is the background?  Why is this an area of importance?  Has similar research on this topic been done before?  Have all existing sources of evidence, especially systematic reviews been fully considered?  What new information will it provide?  (A12 of IRAS form)





















	Study Type (please highlight in bold as many as are appropriate)

Randomised controlled trial                             	Yes / No
Controlled trial without randomisation             	Yes / No
Pilot                                                                   	Yes / No*Please see definition of pilot study at 								      end of form
Case control study                                            	Yes / No
Cross-sectional study                                        	Yes / No
Quasi-experimental                                           	Yes / No
Before and after study                                       	Yes / No
Survey                                                               	Yes / No
Cross-over study                                               	Yes / No
Qualitative                                                        	Yes / No
Cohort                                                              	Yes / No
Observational                                                   	Yes / No
Other                                                                	Yes / No
If other please give details





	Plan of Investigation



	Summary of study Give a brief synopsis/summary of methods and overview of the planned research. A flow chart or diagram should be attached where appropriate. It should be clear exactly what will happen to the research participant, how many times and in what order (A13 of IRAS form)









Study Population (A16 of IRAS form)



Inclusion Criteria What inclusion criteria will be used to select participants/patient records/tissue or bodily samples (list cases and controls separately if appropriate? (A17 of IRAS form) 


Exclusion Criteria If you are excluding participants on the basis of age, sex or ethnicity please explain why (A17 of IRAS Form) 


Will the study involve the recruitment of human research participants?      Yes / No



Study Setting (name and description of centres) 








How will potential research participants in the study be identified, approached and recruited? (Give details for cases and controls separately if appropriate, describe sampling methodology and randomisation procedures)  (A27-1, A27-2, A28, A39,  of IRAS form)






Will informed consent be obtained from the research participants?    	Yes / No
(Give details of who will obtain consent, how it will be done, and of any particular steps other than an information sheet taken to provide information e.g. video, interactive media.  Please attach a copy of the consent form.  If consent is not to be obtained, please explain why not) (A30-1, A30-2 of IRAS form)









Subject/Patient participation
(Provide details of what research participants will do e.g. treatment intervention, completion of a questionnaire, participate in an in-depth interview; provide details of how the research procedures or intervention will be administered (include duration and audit details); provide details of any risks to the participant and safeguards to be put in place) ( A18,  A21, A22, A23, A24, A26 of IRAS form)










Follow-up (Provide details of follow-up procedures and time points, if appropriate)





Outcome Measures (if appropriate)
 -  Primary Outcome (A57 of IRAS form)

 - Secondary Outcome (A58 of IRAS form









	Data Analysis (this section to be completed for full studies only)



	How have the statistical aspects of the research been reviewed? (A56 of IRAS form)



Has the size of the study been informed by a formal statistical power calculation?     Yes / No


If YES, indicate the basis upon which this was done, and giving sufficient information to allow the replication of the calculation



If NO, explain how the size of the study was determined and why a formal sample size calculation is not required


Describe the methods of analysis (identifying specific procedures in the case of statistical analysis or analytical methods in the case of qualitative research) (A62 of IRAS form)




Has a statistician or an advisor for qualitative research given an opinion about the statistical or methodological aspects and design of the research? (A56 of IRAS form)           Yes / No

If YES, give the name and contact details:


If NO, then give reason why not:




Where will the analysis of the data from the study take place, by whom will it be undertaken, where and how will the data be stored? (A43 of IRAS form) 







	Study Timetable



	
Start Date:                                         End date:                                 Duration:

Has funding for this project been secured?   Yes / currently being sought / No
If yes or being sought, please provide details 






	DETAILS OF PEER REVIEW REQUIREMENTS
(to be completed by the Principal Investigator)

	Name of Sponsor/Funder: Staffordshire University


	I confirm that the information submitted in this proposal is complete and correct and this project will be conducted in accordance with Research Governance requirements


SIGNED …………………………………………………….. (Principal Investigator’s signature)





	STATUS of STUDY (please indicate which)

	Student Project

	
	Pilot study*
	
	Full study
	

	PROPOSED EXTERNAL INDEPENDENT REVIEWERS 
(to be completed by the Principal Investigator)
For full projects, all applicants must provide names and e-mail addresses of three external independent reviewers.  The Committee member reviewing the project may choose to send the project to one of your external reviewers, together with an external reviewer of their own choice.

For student or pilot research projects, all applicants are requested to provide the names of three external reviewers, as for full projects. Although these projects will normally only be reviewed by the Committee, judgment will be made by the Committee member if the project also requires external peer review.  

	
1)  Name:
             E-mail:
             Organisation:
             Relationship between applicant and reviewer:

2)         Name:
             E-mail:
             Organisation:
             Relationship between applicant and reviewer:

3)          Name:
             E-mail:
             Organisation:
             Relationship between applicant and reviewer:


	STUDENT PROJECTS 


	
Supervisor’s name and institutional address

	


	
Degree type and institution (if different from supervisor’s)

	

	
Educational value of the project

	

	
Potential risks and safeguards to researcher

	


	
Supervision arrangements

	


	
I can confirm that this project will be supervised in line with Research Governance requirements
	Supervisor signature ..........……………………..


Status of Supervisor  ……………………………..






	Principal Investigator to obtain the necessary authorised signatures as follows:


	ORGANISATION

	ORGANISATION
	AUTHORISING SIGNATURE

	Having discussed this proposal with the applicant, I confirm that the research fits within the research aims of the NHS Trust

	
NHS Trust
e.g. Service Director 
	

	I confirm that I have read this application and agree that if approved  through the Local Research Ethics Committee it will:

1) meet Research Governance requirements
2) be accommodated and administered in the NHS Trust

Signatories should be assured that the project will not commence until full Ethical approval has been received
	
NHS Trust
Clinical Director/Directorate Manager or Research Governance Manager
	




*Definition of a pilot study

“A pilot study is one which acts as a precursor to a full study in order to determine its design and content of the full study.  It can be used to evaluate and/or inform one or more aspects of the full study protocol.  This may include:-
 
Methodology 
Design:
Interview schedule
Data collection forms
Structure of questions
Selection of appropriate primary and secondary outcome measures
Recruitment:
Recruitment and consent
Statistical:
Power calculations of sample size
Randomisation process
Estimation of effect of intervention

Acceptability
Likely level of acceptability
Acceptability of interventions

Feasibility
Assess deliverability 
Identification of unanticipated concerns

General issues:
Acquiring data for grant submission
Health and safety

On occasions, the pilot and full study may be presented as one application, but usually it is advisable to submit the pilot study for approval prior to consideration of the full study.  It is unusual for pilot studies to have power calculations and statistical analysis.”
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