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[image: ]POST-APPROVAL AMENDMENT FEE FORM 2026

	Principal Investigator
	

	Monash Health Reference Number *Compulsory
	

	Protocol Number
	

	Date
	

	Ensure the PI, Monash Health Reference Number, and Protocol Number are accurate and match the correct project.



	Payment Methods

	Please complete one of the following payment methods:
· Invoice (via email)
· Internal Transfer (if applicable)

For Monash University SCS Clinical Trials:
Please ensure invoicing details align with the Clinical Trial Research Agreement (CTRA)
· If HREC/RGO fees are to be paid to Monash Health via the administering institution (Monash University), a COUPA PO number is required.
· If you have not received a COUPA PO number, please contact Monash University. 



	Invoice

	All fields must be completed.

	Company/Organisation
	


	Attention
	


	Full Postal Address
	


	Phone Number

	

	Email

	


	COUPA
*if applicable
	

	PO Number
*if applicable
	



	Internal Transfer

	Applicable to departments within Monash Health only.

	Principal Investigator
	


	Monash Health Cost Centre
	


	Cost Centre Manager
	


	Signature of Cost Centre Manager
	






Schedule of Fees – Post-Approval Amendment

	Important Notes

	· Post-approval amendment fees are exempted for Investigator Initiated or Collaborative Research Group Studies.
· Fees are charged per item, unless otherwise specified.
· A reduced fee may be applied if the submission is made in a single batch instead of across multiple emails. 
· A fee form is required in order for review to proceed.



	Items Exempted from Post-Approval Amendment Fee 

	· Project Progress Reports, Site Closure Reports, or Final Reports
· Breach Reports
· Safety Reports
· Clinical Study Reports
· Insurance or Liability Certificates
· Dear Investigator Letters or Memos
· Administrative Letters or Notes to File
· Data Safety Monitoring Board/Committee Meeting Minutes
· Change of Principal Investigator (PI) for Governance Review Only Projects
· Amendments to Quality Assurance (QA) Projects



	Ethics Review – Commercially Sponsored Projects

	Fee Categories 
	Total ($)
Excl. GST
	Total ($)
Inc. GST

	Protocol Amendment (including PICF revisions)
Charged per version of the Protocol submitted in the amendment
	$800
	$880

	Investigator’s Brochure Amendment
Charged per IB submitted in the amendment
	$200
	$220

	Updated and/or Translated PICF
Charged per PICF if not submitted with a Protocol Amendment
	$200
	$220

	Investigator’s Brochure Addendum
	$200
	$220

	Protocol Addendum/Appendix
	$200
	$220

	Protocol Clarification Letter
	$200
	$220

	Change of Address or Sponsor Details
	$200
	$220

	Batch of Participant Facing Materials 
(e.g. Updated Diary/ID Card/Survey/Questionnaires) 
Charged per batch and not per item
	$200
	$220

	Batch of Advertising/Recruitment Materials 
Charged per batch and not per item
	$200
	$220

	Batch of Case Report Forms (CRFs)/Data Collection Tools/Device Brochures or Instructions for Use Documentation 
Charged per batch and not per item
	$200
	$220

	Addition of Participating Site 
Charged per additional site
	$500
	$550

	Change to Coordinating Principal Investigator 
Charged if the PI is not a Monash Health staff member
	$200
	$220

	Change to Clinical Trial Research Agreement 
Charged when initiated by the Sponsor
	$100
	$110

	Governance Review Only – Commercially Sponsored Projects

	Fee Categories 
	Total ($)
Excl. GST
	Total ($)
Inc. GST

	Protocol Amendment (including PICF revisions)
Charged per version of the Protocol submitted in the amendment
	$400
	$440

	Investigator’s Brochure Amendment
Charged per IB submitted in the amendment
	$200
	$220

	Updated and/or Translated PICF
Charged per PICF if not submitted with a Protocol Amendment
	$200
	$220

	Investigator’s Brochure Addendum
	$200
	$220

	Protocol Addendum/Appendix
	$200
	$220

	Protocol Clarification Letter
	$200
	$220

	Change of Address or Sponsor Details
	$200
	$220

	Batch of Participant Facing Materials 
(e.g. Updated Diary/ID Card/Survey/Questionnaires) 
Charged per batch and not per item
	$200
	$220

	Batch of Advertising/Recruitment Material 
Charged per batch and not per item
	$200
	$220

	Batch of Case Report Forms (CRFs)/Data Collection Tools/Device Brochures or Instructions for Use Documentation 
Charged per batch and not per item
	$200
	$220

	Addition of Participating Site 
Charged per additional site
	$200
	$220

	Change to Clinical Trial Research Agreement 
Charged when initiated by the Sponsor
	$100
	$110
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