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	UNIVERSITY OF BIRMINGHAM

APPLICATION FOR ETHICAL REVIEW – 

REQUEST FOR AMENDMENTS 



Who should use this form:  
· This form is to be completed by PIs or supervisors (for PGR student research) who are requesting ethical approval for amendments to research projects that have previously received ethical approval from the University of Birmingham. 
Please be aware that all new research projects undertaken by postgraduate research (PGR) students first registered as from 1st September 2008 will be subject to the University’s Ethical Review Process.  PGR students first registered before 1st September 2008 should refer to their Department/School/College for further advice.
· What constitutes an amendment?  

Amendments requiring approval may include, but are not limited to, additions to the research protocol, study population, recruitment of participants, access to personal records, research instruments, or participant information and consent documentation.  Amendments must be approved before they are implemented.

NOTES:
· Answers to questions must be entered in the space provided 
· An electronic version of the completed form should be submitted to the Research Ethics Officer, at the following email address:  aer-ethics@contacts.bham.ac.uk.  Please do not submit paper copies.

· If, in any section, you find that you have insufficient space, or you wish to supply additional material not specifically requested by the form, please submit it in a separate file, clearly marked and attached to the submission email.

· If you have any queries about the form, please address them to the Research Ethics Team.  

	UNIVERSITY OF BIRMINGHAM

APPLICATION FOR ETHICAL REVIEW - 
REQUEST FOR AMENDMENTS 


	OFFICE USE ONLY:
Application No:

Date Received:


1. TITLE OF PROJECT 
	


2. APPROVAL DETAILS


What is the Ethical Review Number (ERN) for the project?

	


3. THIS PROJECT IS: 

University of Birmingham Staff Research project
 FORMCHECKBOX 


University of Birmingham Postgraduate Research (PGR) student project  FORMCHECKBOX 

          Other   FORMCHECKBOX 
  (Please specify):       

	


4. INVESTIGATORS 
a) PLEASE GIVE DETAILS OF THE PRINCIPAL INVESTIGATORS OR SUPERVISORS (FOR PGR STUDENT PROJECTS) 
	Name:      Title / first name / family name
	

	Highest qualification & position held:
	

	School/Department 
	

	Telephone:
	

	Email address:
	


	Name:      Title / first name / family name
	

	Highest qualification & position held:
	

	School/Department 
	

	Telephone:
	

	Email address:
	


b) PLEASE GIVE DETAILS OF ANY CO-INVESTIGATORS OR CO-SUPERVISORS (FOR PGR STUDENT PROJECTS)
	Name:      Title / first name / family name
	

	Highest qualification & position held:
	

	School/Department 
	

	Telephone:
	

	Email address:
	


c) In the case of PGR student projects, please give details of the student

	
	Name of student:
	
	Student No:
	

	
	Course of study:
	
	
	

	
	Principal supervisor:
	
	
	


	
	Name of student:
	
	Student No:
	

	
	Course of study:
	
	
	

	
	Principal supervisor:
	
	
	


	Date:
	   


5. ESTIMATED START OF PROJECT
	Date:
	   



ESTIMATED END OF PROJECT 



6. ORIGINAL APPLICATION FOR ETHICAL REVIEW AND ANY SUBSEQUENT APPROVED AMENDMENTS:

 
Please complete the table below for the original application and any subsequent amendments submitted 
	Title and reference number of application or amendment
	Key points of application and/or changes made by amendment (include: aims of study, participant details, how participants were recruited and methodology)
	Ethical considerations arising from these key points (e.g. gaining consent, risks to participants and/or researcher, points raised by Ethical Review Committee during review)
	How were the ethical considerations addressed?

(e.g. consent form, participant information, adhering to relevant procedures/clearance required)

	Original application
	
	
	

	Subsequent amendment 1
	
	
	

	Subsequent amendment 2
	
	
	

	Subsequent amendment 3
	
	
	

	
	
	
	

	
	
	
	


7. DETAILS OF PROPOSED NEW AMENDMENT
Provide details of the proposed new amendment, and clearly and explicitly state how the proposed new amendment will differ from the details of the study as already approved (see Q6 above).  
	


8. 
JUSTIFICATION FOR PROPOSED NEW AMENDMENT
	


9. ETHICAL CONSIDERATIONS
What ethical considerations, if any, are raised by the proposed new amendment?  

	


10. DECLARATION BY APPLICANTS

I make this application on the basis that the information it contains is confidential and will be used by the

University of Birmingham for the purposes of ethical review and monitoring of the research project described 

herein, and to satisfy reporting requirements to regulatory bodies.  The information will not be used for any

other purpose without my prior consent.

I declare that:

· The information in this form together with any accompanying information is complete and correct to the best of my knowledge and belief and I take full responsibility for it.

· I undertake to abide by University Code of Conduct for Research (http://www.birmingham.ac.uk/Documents/university/legal/research.pdf) alongside any other relevant professional bodies’ codes of conduct and/or ethical guidelines.

· I will report any changes affecting the ethical aspects of the project to the University of Birmingham Research Ethics Officer.

· I will report any adverse or unforeseen events which occur to the relevant Ethics Committee project to the University of Birmingham Research Ethics Officer.

	Signature of Principal investigator/project supervisor:


	

	Date:
	



