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	5.1
	Study Title
	

	
	PI
	

	
	Ref
	

	
	Reviewer
	

	What is your recommendation for this item?

	 FORMCHECKBOX 
Approve without changes  FORMCHECKBOX 
Approve out of session with changes  FORMCHECKBOX 
Not Approve and resubmit

	Review 

	1. Research Merit and Integrity (NS1.1):

	Does the research proposal ask a relevant/worthwhile research question? 
	Yes/No

	[insert comments]

	Has the researcher justified the need for this research? 
	Yes/No

	[insert comments]

	Will the proposed methodology answer the research question(s)?  
	Yes/No

	[insert comments]

	Is the protocol following good clinical practice?
	Yes/No

	[insert comments]

	Are the power calculations, indicating the number of recruits required, accurate?
	Yes/No

	[insert comments]

	Is the proposed statistical analysis robust and accurate enough to deal with the data generated?
	Yes/No

	[insert comments]

	Are the drug safety issues fully addressed?
	Yes/No

	[insert comments]

	Are the risks to recruits detailed in the proposal listed fully and completely in the PICF?
	Yes/No

	[insert comments]

	Suggested Comments to the Researcher from HREC 

	RMI (NS1.1)

· 

	Do you have comments for the HREC to consider against any of the other NS criteria?
	Yes/No

	Justice (NS1.4)

· 

	Beneficence (NS1.6)

· 

	Respect (NS1.10)

	General Comments on Risks and Benefits
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