	Section 2B: Scientific Review Sub-Committee
	HREC No
	     

	

	STUDY TITLE

	     

	

	DETAILS OF PROPOSED RESEARCH

	

	(1)
	METHODOLOGY/PROCEDURES

	
	Please describe briefly and succinctly the project methodology including research questions/hypotheses, aims, the design of the study, techniques used and any primary and secondary outcomes and a short list of supporting references.  Attach relevant documents (including protocol, research plan, relevant sections from related grant applications or literature reviews) to support the application.  Describe all procedures to which participants will be subjected, highlighting any which may have adverse consequences. Do not exceed more than 3 pages in size 12 font.

	
	Hypothesis/Aim:

     

	
	Background:

     

	
	Method and Research Plan:

     

	
	Expected Outcome:

     

	
	References:

     

	
	

	(2)
	STATISITICS

	
	What is the size of the sample(s) required: Where appropriate provide power calculations stating your assumptions (preferably with references) – in particular the minimum clinically important difference and standard deviation of the primary outcome measure.

For qualitative research please state sampling method, selection criteria eg age and gender and where possible state an estimate of the number of participants required.
Describe the statistical analyses that you plan to undertake.

	
	     

	
	

	(3)
	OTHER – BLOOD OR TISSUE SAMPLING

	
	Will there be any invasive procedures such as blood or tissue sampling?
	 FORMDROPDOWN 


	
	If 'Yes', please provide details of these procedures.
	

	
	     

	
	

	(4)
	RADIATION

	
	Will subjects be exposed to ionising or non-ionising radiation?
	 FORMDROPDOWN 


	
	(i)
If ‘Yes’, please provide details including the quantitative assessment of the absorbed dose, supported either by dosimetric calculation or other information.
	

	
	     

	
	
	


	
	(ii)
If ‘Yes’, has the radiation Protection Office been asked for approval?
	 FORMDROPDOWN 


	
	
If ‘Yes’, please attach copy of approval notification
	

	
	

	(5)
	EXPERIMENTAL EQUIPMENT/DEVICES

	
	Is new (experimental) equipment to be used?
	 FORMDROPDOWN 


	
	If ‘Yes’, has the equipment received TGA approval?
	 FORMDROPDOWN 


	
	
	

	(6)
	SAFETY MONITORING

	
	Is there a Safety Monitoring Committee (SMC) in place for this trial to review efficacy and safety data?
	 FORMDROPDOWN 


	
	(a) If Yes, please either:

(b) provide reference to details included in the protocol or 

(c) provide details of the SMC (including membership, how often it will review data, how often and to whom will it report)
	

	
	     

	
	
	

	(7)
	IMPLANTABLE DEVICES

	
	Does this trial involve the use of an implantable medical device?
	 FORMDROPDOWN 


	
	If Yes, please either:

(d) confirm that a system is in place to track participants, with consent, for the lifetime of the device and report any device incidents to the TGA  or 

(e) provide an assurance that a system will be established to track participants, with consent, for the lifetime of the device and report any device incidents to the TGA.
	

	
	     

	
	
	

	Attach supporting documentation as appropriate including the protocol.
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