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	Scientific Review Criterion
	Assessment

	Are the specific aims and corresponding hypotheses clearly stated?
	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
 FORMCHECKBOX 
 See comments 


	Is the primary outcome (and secondary outcomes as appropriate) stated and defined?
	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
Unacceptable
 FORMCHECKBOX 
 See comments 


	Has an appropriate literature search been performed such that that the rationale for the study has been adequately presented? 
	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
 FORMCHECKBOX 
 See comments
              

	Is the question or hypothesis being tested providing important knowledge to the field?
	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
 FORMCHECKBOX 
 See comments 


	Are there adequate preliminary data in the literature (or from the investigator) to justify the research?


	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
 FORMCHECKBOX 
 See comments 


	Is it feasible or reasonable to achieve the results in the proposed timeframe, including the ability to recruit, retain, or follow subjects?
	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
 FORMCHECKBOX 
 See comments 


	Are the eligibility criteria appropriate?
	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
 FORMCHECKBOX 
 See comments 


	Are the individuals who are conducting the trial properly qualified and trained to perform the procedures included in the protocol?
	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
 FORMCHECKBOX 
 See comments 


	Does the research present more than minimal risk to the subjects?

  ( If YES, is it acceptable?  
	 FORMCHECKBOX 
  Yes
                              FORMCHECKBOX 
  No
  FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
  FORMCHECKBOX 
 See comments

	Is the proposed data analysis plan appropriate for the type of data being collected and the stated aims of the study?
	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
 FORMCHECKBOX 
 See comments 
 FORMCHECKBOX 
 N/A

	Is the issue of sample size or statistical power addressed?
	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
 FORMCHECKBOX 
 See comments 


	Are there appropriate inclusion of gender, minorities and children?
	 FORMCHECKBOX 
 Acceptable
 FORMCHECKBOX 
 Unacceptable
 FORMCHECKBOX 
 See comments 
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