MELBOURNE IVF HREC
NEW PROJECT SUBMISSION FORM

	HREC Reference Number 
(office use only)

	

	Full Project Title

	

	Principal Investigator

	

	Contact Details

	




	CATEGORY OF RESEARCH

	

	
Low or Negligible Risk

	
YES |_|	                   NO |_|


	
Clinical Trial

	
YES |_|	                   NO |_|


	
Medical Research (including epidemiological research)

	
YES |_|	                   NO |_|


	
Laboratory research involving human gametes (eggs or sperm) or excess ART embryos

	
YES |_|	                   NO |_|


	
Clinical Case Review

	
YES |_|	                   NO |_|




	Does the proposed study require the use or disclosure of information from a Commonwealth agency?

	
YES |_|	                   NO |_|




	[bookmark: _Hlk166757591]Is the Melbourne IVF Research Committee Approval letter attached? 

If ‘NO’ this application will NOT be considered further until this is provided or unless an appropriate justification for its absence is made.

	


YES |_|	                   NO |_|







	SUBMISSION REQUIREMENTS

	

PLEASE PROVIDE:

PAPER COPIES
· Please provide ONE ORIGINAL COPY and 5 HARD COPIES.

· Each document in the submission MUST be individually stapled.  

· COPIES of the submission MUST be COLLATED into INDIVIDUAL BUNDLES and secured/clipped together using a ‘fold back clip’ to allow for distribution to each HREC member. 

· In the footer of all submitted documents the document name, version number, date and page number (in the format ‘x of y’ (eg. 1 of 8) must be included.



ELECTRONIC COPIES

DOCUMENT NAME 

· Please name documents as per the following format: 

“HREC ID XX-XX- “DOCUMENT NAME” – “PRINCIPAL INVESTIGATOR SURNAME”

e.g. “Study Protocol”- “SMITH”

· The document name must be consistent with the name on the footer of the document.



PLEASE SEE BELOW FOR STUDY DOCUMENT SUBMISSION REQUIREMENTS







	STUDY DOCUMENTS
Please list ALL documents submitted as part of this application (please add rows where necessary):
· Include ALL patient information (e.g. advertisements, questionnaires, surveys, letters, flyers etc.)
· Attach the complete Research Protocol as a stand-alone/separate document
· Ensure ALL documents have Version Numbers, Version Dates and Page Numbers in ‘x of y’  (eg. 1 of 8) format in the footer 
· Please note: Primary submission documents MUST always be VERSION 1)
· A ‘Participant Information Form’ must ALWAYS accompany a ‘Consent Form’ and should always include a ‘Withdrawal of Consent Form’

	DOCUMENT NAME
	Version Number (MUST BE Version 1)
	Date
	# of pages

	Example:      Participant Information and Consent Form (PICF)
	1
	25th August 2014
	8

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	








PLEASE  ENSURE  THAT  YOU  HAVE  SATISFIED  EACH  OF  THE SUBMISSION REQUIREMENTS BEFORE  SUBMITTING  YOUR  APPLICATION

Incomplete applications WILL NOT be submitted for HREC review




INVESTIGATOR

	Name
	

	
Signature
	
	
Date
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