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Cabrini Research Governance Amendment Request Form

Please use this form for all amendment submissions, including amendments to project documents and administrative amendments (e.g. changes to study personnel). For commercially sponsored projects and investigator-initiated projects with associated funding, please complete and include the Cabrini Research Governance Office Fee Schedule with the submission.

When submitting an amendment, please consider the following:
· Documents must be submitted as individual files (i.e. do not combine multiple documents into a single PDF).
· If a HREC-approved document does not require submission to Cabrini, please note this in the amendment form (e.g. ‘[Document name] is not applicable to Cabrini site’).
· If study document(s) have been amended, both tracked and clean versions must be submitted as part of the amendment. Tracked versions should be prepared using Microsoft Word Track Changes.
· Where the amendment involves changes to Cabrini study personnel, the individual's CV, current GCP certificate, and Research Integrity certificate must be submitted with this application.

Research Project
	Cabrini Project Number: 
	HREC Reference Number (if applicable):

	Project Title: 



Details
	Does the amendment involve the addition, removal, or change of study personnel at Cabrini?
If yes, please provide the project member name, project role, and scope (a brief description of the individual's responsibilities and activities on the project).
	☐ Yes ☐ No

	Will this amendment have an immediate impact on participant safety or recruitment?
If yes, provide details:
	☐ Yes ☐ No

	Do the changes raise any ethical issues?
If yes, provide description of ethical issues:
	☐ Yes ☐ No

	Do the changes raise any privacy (including data linkage) issues?
If yes, provide description of privacy issues:
	☐ Yes ☐ No

	Does the amendment include additional or different drugs/devices, or involve a new indication for any drug/device, other than that approved in the original application?
If yes, provide details (e.g. Investigator Brochure or product information):
	☐ Yes ☐ No ☐ N/A


	Does the amendment impact procedures involving radiation?
If yes, has the radiation risk category increased?
If the radiation risk category has increased, please submit a revised Medical Physicist Report in line with the ARPANSA Code of Practice for the Exposure of Humans to Ionizing Radiation for Research Purposes (RPS8).
	☐ Yes ☐ No
☐ Yes ☐ No ☐ N/A


	Does the amendment impact the type or frequency of service provided by a supporting department?
If yes, provide any updated service agreements:
	☐ Yes ☐ No

	Does the amendment impact the budget or contract?
If yes, include the relevant documents, or a timeline of when the documents will be provided, in the document list below.
	☐ Yes ☐ No

	Does the amendment involve the addition of a new phase, module, arm, or cohort at Cabrini?
If yes, please note that a $2,000 protocol review fee may apply as per the Cabrini Research Governance Office Fee Schedule.
	☐ Yes ☐ No



Amendment Documents:
	Document name 
	Description of changes
	Version
	Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



Declaration
The information provided is complete and correct.

The project is being conducted in keeping with the conditions of approval of the reviewing HREC (and subject to any changes subsequently approved).

The project is being conducted in compliance with the National Statement on Ethical Conduct in Human Research (NHMRC, 2025). 

	[bookmark: _Hlk164322287]Principal Investigator name: 

	
Principal Investigator signature: 

	
Date: 
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