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It is the Principal Researcher’s responsibility to ensure that all researchers associated with this project are aware of the 
conditions of approval and which documents have been approved.  
 
The Principal Researcher is required to notify the Secretary of the Ethics Committee, via amendment or progress 
report, of  
 
 Any significant change to the project and the reason for that change, including an indication of ethical implications  

(if any); 
 Serious adverse effects on participants and the action taken to address those effects; 
 Any other unforeseen events or unexpected developments that merit notification; 
 The inability of the Principal Researcher to continue in that role, or any other change in research personnel involved 

in the project; 
 Any expiry of the insurance coverage provided with respect to sponsored clinical trials and proof of re-insurance; 
 A delay of more than 12 months in the commencement of the project; and, 
 Termination or closure of the project.  
 
Additionally, the Principal Researcher is required to submit 
 
 A Progress Report on the anniversary of approval and on completion of the project. 
 



The Ethics Committee may conduct an audit at any time. 
 
All research subject to the Alfred Hospital Ethics Committee review must be conducted in accordance with the National 
Statement on Ethical Conduct in Human Research (2007).  
 
The Alfred Hospital Ethics Committee is a properly constituted Human Research Ethics Committee in accordance with the 
National Statement on Ethical Conduct in Human Research (2007). 
 
SPECIAL CONDITIONS 
 
The project should not commence until all approvals from other ethical review bodies have been granted, and copies of 
those approvals and any changes requested by those review bodies have been provided to the Alfred Hospital Ethics 
Committee. 
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In accordance with the Office of the Health Services Commissioner’s Statutory Guidelines on Research issued for the 
purposes of Health Privacy Principles 1.1(e)(iii) & 2.2(g)(iii), the Alfred Hospital Ethics Committee granted a consent 
waiver for the collection, use and disclosure of participants’ health and personal information (as detailed in the Victorian 
Specific Module dated 8-May-2019).  
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