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Important Information and Instructions for Researchers

This application form is to be used by researchers when seeking to make changes to a research project that has already been approved by HREC. It is a condition of HREC approval that any proposed changes or amendments to the research project must be applied for using an Amendment application form and approved by the HREC before these may be implemented. 
Full HREC review research projects: If the original project was approved by the full HREC, amendment applications must also be approved by the full HREC.

Low Risk research projects: If the original project was considered ‘low risk,’ amendment applications will be reviewed by a HREC sub-committee unless the proposed changes are not considered ‘low risk’ according to the National Statement.
Refer to the following documents for important information:

Human Research Ethics - Policies and Procedures
Australian Code for the Responsible Conduct of Research (2018) (Aust.Code)
National Statement on Ethical Conduct in Human Research (2007, updated 2018) (NS)

Other important National guidelines and useful Information - Useful Links. 
HREC meetings and deadlines - Human Research Ethics Committee.
Please Note:

· Ensure that you are using the most current version of this form. Forms are found at Applications Forms.
· Keep in mind that most HREC members are not researchers and will not be familiar with your research, so please use plain language and ensure that all technical terms, jargon and acronyms are clearly defined.
· The HREC may decide the application does not qualify as an amendment and will therefore require a new ethics application.
Request for Amendments to an Approved Research Project

1.
Project Title


2.
HREC approval

HREC Reference Number:      




Date of HREC Approval:       
 



3.
School / Institute:
     
4.

Research Team Details

a)

Chief Investigator / Supervisor:
	Name:
	     

	School:
	     

	Email:
	     


b)
Details for all other UNDA Staff and Student Researchers involved in the Project:

	Name
	School/Centre
	Research Team Role


	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


5.
Project Status  


Provide a short lay summary of your original project and its current status.

	     


6.
Amendment Request  


a)
List and describe all the requested changes, including how they differ from the original approved project design. 
(Attach documentation as necessary)
	      


b)
Provide a clear explanation of the reasons for these changes and justification for why it’s important to the project overall that these changes be made.

	      


c)
Do these amendments change the risk of harm to participants? 

	  YES
	  NO
	If YES, please outline the new risks the proposed changes may create for participants and provide an explanation for how these new risks will be managed.


	     


d)
Do these amendments necessitate changes to the following documents?
	Participant Information Sheet
	      YES  
                NO

	Consent Form
	      YES  
                NO


If YES please attach the revised documents with track changes
7.
Declaration by Chief Investigator

· The information provided in this application is truthful and to the best of my knowledge, accurate. 

· The research project will be conducted in accordance with the HREC approved application, National Statement on Ethical Conduct in Human Research (2007, updated 2018), The University of Notre Dame Australia’s policies and Australian Code for the Responsible Conduct of Research (2018).
	Name of UNDA Chief Investigator
	     


	Signature 
	     


	Date
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