Gene and Cell Therapy Scientific Review Form


	Principal Investigator
	
	Protocol # 
	

	Protocol Title
	

	Reviewer
	
	         Date of Review
	


	Items  
	Assessment
	COMMENTS

	Scientific Review
	
	

	Are the specific aims and corresponding hypotheses clearly stated?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     


	Is the primary outcome (and secondary outcomes as appropriate) stated and defined?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     


	Is an appropriate statistical plan included?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	 FORMTEXT 

 FORMTEXT 

 FORMTEXT 

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

 FORMCHECKBOX 
  NO
	     


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


	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     


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

 FORMCHECKBOX 
  NO
	     


	Is a recruitment strategy outlined, including any prioritization for competing protocols?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	

	Do the proposed consent and assent forms accurately reflect the state of the field with respect to potential efficacy and risks?

Do they include appropriate discussion of risks, background knowledge on the history of gene and cell therapy and/or vector, and the potential for benefit if any?

	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     

	Are the proposed tests or measurements appropriate to answer the scientific question?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     


	Are all the proposed tests or measurements requested necessary to answer the scientific question?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     


	Have any of the study team members participated in gene and cell therapy protocols in the past?  
( If not, do you foresee any issue or risk?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO

 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     


	Are the potential risks to the subjects acceptable? 
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO


	


	Are adequate facilities and expertise available for the preparation, handling, and delivery of the investigational gene or cell therapy product?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     

	Does this involve collection of cells by apheresis?

  ( If YES, is process adequately described?   
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO

 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     

	Is the patient/subject treatment and follow up well described and appropriate to the intervention?
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     

	If available, how do the risks of the new treatment/therapy compare to standard treatment/therapies?  
	 FORMCHECKBOX 
 Greater

 FORMCHECKBOX 
 About Same

 FORMCHECKBOX 
 Lower
	     There are no standard therapies.


	Is any standard of care denied as part of this study? 

  ( If YES, specify.
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
  NO
	     



Reviewer’s overall assessment





Please check one of the following:





 FORMCHECKBOX 


This protocol is acceptable in its present format.

 FORMCHECKBOX 

This protocol is acceptable, pending clarifications 

   
from the Principal Investigator (list below)

 FORMCHECKBOX 

This protocol is NOT acceptable for the reasons 

            
stated below

Reviewer’s other comments/questions

