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	Topic
	Assessment (yes/no) and comments

	Are the Specific Aims and corresponding hypotheses clearly stated?
	

	Are the outcomes clearly stated and defined?
	

	Has a literature search supporting study rationale and appropriate for the risks been performed?
	

	Does the literature provide sufficient preliminary data to justify the proposed research?
	

	Will testing the hypothesis provide important knowledge for the field? 
	

	Is the study design appropriate?
	

	Will the proposed tests/measurements answer the scientific question?
	

	Are the validity/reliability of measures proposed established?
	

	Are there extraneous outcomes? Do all of the proposed  tests/measurements answer the scientific question?
	

	Are the proposed statistical methods clearly stated?
	

	Do the statistical methods correlate with the study design?
	

	Is the sample size proposed adequately justified?
	

	Are the researchers appropriately qualified, knowledgeable and experienced to perform the procedures included in the study?
	

	Is the study timeline feasible?
	

	Is the ability to recruit, retain, and/or follow subjects feasible?
	


Summary of Reviewers Comments and overall assessment:


Protocol is acceptable as written


Protocol requires these minor modifications to be acceptable:

Protocol is not acceptable for the following reasons: 

Additional comments from reviewer(s):
Investigator comments regarding review:

Reviewer response to requested changes in protocol









Division/department head or designee signature certifying accuracy of statements above





















