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Project Amendment Request Form
Refer to the Guidelines to assist in completing this form.
	Date
	


	SECTION A  PROJECT INFORMATION


	Eye and Ear Project Reference Number
	

	Project Title
	

	Principal Investigator
	

	Is the project a Clinical Trial?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Date of original approval
	

	Date project commenced
	


Provide a brief description of the project in lay language, including a statement of the main objective of the project and the methodologies (up to 200 words)
	Instructions for completing the Amendment Form

	All applications 


	COMPLETE     SECTION A

SECTION B 

SECTION J
SECTION K
AND CHOOSE OPTIONS FROM THE AMENDMENT CHOICES BELOW

	AMENDMENT TYPE
Tick all that apply.  Must select at least one option.

	 FORMCHECKBOX 
  Research Protocol 

Protocol includes all equivalent terminology

· plan/proposal etc

 FORMCHECKBOX 
 Amend recruitment numbers
 FORMCHECKBOX 
 Add / amend Site 
 FORMCHECKBOX 
 Add / amend Supporting Department
	ALSO COMPLETE
SECTION C

SECTION G (if multisite project)
SECTION I (if Eye and Ear involved in project)


	 FORMCHECKBOX 
  Participant Information & Consent Form (PICF)
 FORMCHECKBOX 
  Participant Facing Documents

· Diaries

· Surveys

· Questionnaires

· Advertisements
	ALSO COMPLETE

SECTION D



	 FORMCHECKBOX 
  Investigator Brochure (IB) / Device Instructions (Clinical Trials)
	ALSO COMPLETE

SECTION E



	 FORMCHECKBOX 
  Add / Remove members of the research team

 FORMCHECKBOX 
  Add / Change Principal Investigator 
	ALSO COMPLETE
SECTION F


	 FORMCHECKBOX 
  Add / amend Research Agreement / Indemnity
	ALSO COMPLETE

SECTION H

	 FORMCHECKBOX 
  Project involves collection, use or disclosure of information (tick all that apply)

 FORMCHECKBOX 
  from a Commonwealth Agency

 FORMCHECKBOX 
 from a Private Sector Organisation

 FORMCHECKBOX 
 from a public health organisation and requires a waiver of consent
	ALSO COMPLETE

Cover Sheet Attachment C Privacy Requirements

	 FORMCHECKBOX 
  Other
	


	SECTION B  AMENDMENT DETAILS


Please provide the following information about the amendment to the project.
	Please provide a detailed description of the changes



	Please explain the reason for these changes, including justification for the changes and any ethical issues that the amendment raises.



	Amended Documents
List the documents that are to be reviewed for this amendment. Please ensure all previously approved documents clearly indicate changes (tracked changes).

	Document
	Version
	Date

	
	
	

	
	
	


	SECTION C  PROTOCOL 


Complete this section ONLY  if there are changes to the Protocol. Attach clean and tracked changes of Protocol and Summary of Changes.
	Current approved Protocol version and date
	

	New Protocol version and date
	


	What initiated the Protocol Amendment?
 FORMCHECKBOX 
 Investigator Brochure update
 FORMCHECKBOX 
 DSMB Review
 FORMCHECKBOX 
 Other (please specify below)

 


	Recruitment numbers

	Total Target Recruitment Number (all sites)
	

	Number of participants recruited to date (Eye and Ear)
	

	Does the Protocol Amendment involve a change to the number of participants to be recruited?
If Yes, please provide reason and justification in change of recruitment numbers.


	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Does the Protocol Amendment involve any additional and/or different drug/device or involve a new indication for any drug/device from that approved in the original project?

If Yes, attach the amended CTN Form.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	SECTION D  PARTICIPANT INFORMATION DOCUMENTATION


Complete this section ONLY  if there are changes to Participant Information documents. Attach clean and tracked changes of documents.
	What documents have been added or amended?




	What initiated these changes?
 FORMCHECKBOX 
 Protocol amendment
 FORMCHECKBOX 
 Change of research team member
 FORMCHECKBOX 
 Other (please specify below)




	SECTION E  INVESTIGATORS BROCHURE (IB) / DEVICE INFORMATION


Complete this section ONLY  if there are updates to the IB or device information. Attach clean and tracked changes of IB and Device instructions.
	Investigational Product
	

	Sponsor Name
	


	Current approved IB /Device Information version and date
	

	New IB / Device Information version and date
	


	Does the updated document contain significant new information on the investigational medicine / device?
If Yes, please provide an explanation of the significance of these events.

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Does this new information raise issues in relation to the safety of the investigational medicine / device?
If Yes, please identify safety issues.

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Does the updated information raise any ethical issues?
If Yes, please identify ethical issues.

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	SECTION F  RESEARCH TEAM


Complete this section ONLY if there are changes to the research team. Attach Research Team Member Declaration for new Investigators. 
	Is there a change to the Principal Investigator?
If Yes, please ensure this amendment form is counter signed by the current Principal Investigator. The following documents should also be updated and submitted:

· PICF (only the name of the Principal Investigator and Contact Person should appear in the PICF)

· If clinical trial:

· Cover Sheet Attachment A Clinical Trial

· revised Research Agreement

· revised Form of Indemnity
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Are researchers being added?
If Yes, please list names below and attach the Research Team Member Declaration Form and CV* for each researcher. *CV required if not submitted in the last two years to the Research Office
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Full name/s
	

	Do the new team members  have the training and experience required to complete their role in this project?
If No, please provide details.

	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Are Investigators being removed?
If Yes, please complete the following table for each Investigator being removed from the project (please copy and paste extra tables as required)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	Full name
	

	Reasons for removal
	

	How will their role now be covered?
	

	Does the Investigator have an Eye and Ear honorary appointment?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If Yes, do they still require this honorary appointment?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	State reason why honorary appointment is still required?




SECTION G  MULTI-SITE PROJECT INFORMATION

Complete this section ONLY if a site/involved organisation is being added/removed.
	List the names of the NEW sites / involved organisation being added

	
	Name of site(s)

	 FORMCHECKBOX 
 Victorian Public Hospital
	

	 FORMCHECKBOX 
 Interstate Public Hospital
	

	 FORMCHECKBOX 
 Eye and Ear Research Partner
	

	 FORMCHECKBOX 
 Private clinic
	

	 FORMCHECKBOX 
 Commercial organisation
	

	 FORMCHECKBOX 
 International site
	


	List the names of the sites being removed

	


	Role of new site/involved organisation
 FORMCHECKBOX 
  Research site

 FORMCHECKBOX 
  Recruitment site

 FORMCHECKBOX 
  Service site 

 FORMCHECKBOX 
  Data provision site
 FORMCHECKBOX 
  Other (please specify)




SECTION H  AGREEMENTS
Complete this section ONLY  if a third party is currently involved or being added.  If project is a Clinical Trial, attach Cover Sheet Attachment A – Clinical Trial.
	Agreement type
	Additional documents
	Attached
	Pending

	 FORMCHECKBOX 
 Data Transfer Agreement
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Services Agreement

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Intellectual Property Agreement
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Collaboration Agreement
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 
 Other
	Provide details


	 FORMCHECKBOX 

	 FORMCHECKBOX 



SECTION I  EYE AND EAR SUPPORTING DEPARTMENT
Complete this section ONLY if the amendment impacts the type or frequency of service provided by an Eye and Ear Operational Department and/or Specialist clinic 
	Eye and Ear Hospital Involvement and Impact on Departments/Services
Indicate which Eye and Ear Operational Departments and Specialist Clinics will be required to support this research and how they will be affected.

Complete and attach a separate Research Supporting Department Declaration Form for each service department/unit involved in this research project.

	Operational Department

 FORMCHECKBOX 
  Pharmacy
 FORMCHECKBOX 
  Diagnostic Eye Services
 FORMCHECKBOX 
  Operating Theatre

 FORMCHECKBOX 
  Health Information Services – Medical Records

 FORMCHECKBOX 
  Aboriginal Patient Support Team
 FORMCHECKBOX 
  Interpreter Services
 FORMCHECKBOX 
  Other (please specify)



	Detail any other additional requirements



	Specialist Clinics

 FORMCHECKBOX 
  Outpatient Clinic (please list below name of Clinic)



	State number of participants to be recruited at the Eye and Ear site
	

	Who will be consulting/interacting with the participants for this research (eg: someone who is part of the normal clinic roster or someone who is supernumerary)?
	

	Will there be an additional impact on Clinic (eg: additional appointments, longer appointments, extra tests)?
	

	Will an interpreting service be required?
	

	Detail any other additional requirements




	SECTION J  FEE SCHEDULE


	Did a commercial sponsor initiate this amendment?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	If Yes, Eye and Ear (EAE) will charge an amendment fee for certain categories of applications. Please refer to Research Office website for current fee charges.  Please tick relevant category below:

	
	Fee Type

	 FORMCHECKBOX 

	EAE HREC review - Commercially funded and initiated studies

	 FORMCHECKBOX 

	EAE HREC review - Not for Profit External or Unaffiliated initiated studies

	 FORMCHECKBOX 

	EAE Research Governance Authorisation - Commercially funded and initiated studies

	 FORMCHECKBOX 

	EAE Research Governance Authorisation - Not for Profit External or Unaffiliated initiated studies

	Please provide name, address and email below of who the complying tax invoice should be sent to:



SECTION K  DECLARATION

	Declaration by Principal Investigator
I declare that the information provided in this report 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). I confirm that any new team member has or will be provided with the training required to carry out their role in this project. The project is being conducted in compliance with the National Statement on Ethical Conduct in Human Research  (NHMRC, 2025).

Name of Principal Investigator/s     
Signature/s  
Date      


	Office Use Only

HREC

This decision will be ratified by the full Human Research Ethics Committee at the next meeting scheduled. This amendment can proceed from the HREC Chair approval date listed above. No further correspondence will be provided on this amendment unless the HREC requests additional information.

RGO

If the Eye and Ear is also a research site or involved in the research project, the amendment has been reviewed by the Research Governance Officer and authorised.  No further correspondence will be provided on this amendment unless the RGO requests additional information.

	Approved documents
The following documents have been approved.

	Document
	Version
	Date  

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	Comments



	Approval signature
 FORMCHECKBOX 
  HREC

 FORMCHECKBOX 
  RGO
	
	Date

	 FORMCHECKBOX 
  Research database updated

	Name


	Signed
	Date
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