GENISIS Scientific Review Form for Protocols Limited to Excess Human Biological Material and/or Review of Health Information on Patients
Protocol Title: 


  

Principal Investigator:


Division:


Reviewer:

	Items
	Assessment
	COMMENTS

	Scientific Review
	
	

	Are the specific aims clearly stated?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	

	Are all the proposed measurements necessary and sufficient to achieve the aims?
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO
	

	Is the statistical analysis appropriate?


	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO
	

	Has an appropriate literature search been performed such that that the rationale for the study has been adequately presented? 
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO
	

	Is the question or hypothesis being tested providing important knowledge to the field?
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO
	

	Is the study feasible (i.e., is it reasonable to achieve the results in the proposed timeframe, including the ability to recruit, retain, or follow subjects)?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO 
	

	Does the research present risk to the subjects and, if so, is it acceptable?
	 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO 
	


Reviewer’s overall assessment

Please check one of the following:

 FORMCHECKBOX 
  This protocol is acceptable in its present format and should be sent onto the Committee on Clinical Investigation (CCI).

 FORMCHECKBOX 
 This protocol is acceptable, but the PI should consider the following points (listed below)
 FORMCHECKBOX 
 This protocol is acceptable, pending clarifications from the Principal Investigator (list below)
Reviewer’s comments/questions:
