ScHARR Research Ethics Committee

NOTICE OF AMENDMENT 

For use in the case of all research where an amendment is made.

To be completed as a word document by the Chief Investigator in language comprehensible to a lay person and submitted to the Ethics Administrator.

Further guidance is available at http://www.shef.ac.uk/scharr/research/ethicsgovernance
	Details of Chief Investigator:


	

	Name:
	

	Type of ethics application: for example: PGR/PGT or Staff
	

	Telephone:
	

	Email:
	


	Full title of study:


	

	REC reference number (if known):


	

	Date study commenced:


	

	Amendment number and date (for office use):


	


	Type of amendment (indicate all that apply in bold)

(a) Amendment to information previously given on the REC Application Form

Yes                No           

If yes, please refer to relevant sections of the REC application in the “summary of changes” below.

(b) Amendment to the protocol

Yes             No            

If yes, please submit either the revised protocol with a new version number and date, highlighting changes in bold, or a document listing the changes and giving both the previous and revised text.

(c) Amendment to the information sheet(s) and consent form(s) for participants, or to any other supporting documentation for the study

Yes                No            

If yes, please submit all revised documents with new version numbers and dates, highlighting new text in bold.




Is this a modified version of an amendment previously notified to the REC?


Yes                No              

	Summary of changes

Briefly summarise the main changes proposed in this amendment using language comprehensible to a lay person.  Explain the purpose of the changes and their significance for the study. 

If the amendment significantly alters the research design or methodology, or could otherwise affect the scientific value of the study, supporting scientific information should be given (or enclosed separately).  Indicate whether or not additional scientific critique has been obtained.



	Any other relevant information
Applicants may indicate any specific ethical issues relating to the amendment, on which the opinion of the REC is sought.




	List of enclosed documents



	Document
	Version
	Date

	
	
	

	
	
	

	
	
	


	Declaration by Chief Investigator

· I confirm that the information in this form is accurate to the best of my knowledge and I take full responsibility for it.

Signature of Chief Investigator:      …….………………………………

Print name:                                     …….………………………………

Date of submission:                        …………………………………….




	Declaration by the supervisor (if appropriate)

· I confirm the supervisors support for this amendment.

Print name:                                           …….………………………………

Post:                                                     …….………………………………
Date:                                                    …………………………………….




