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PROTOCOL REVIEW AND MONITORING COMMITTEE

REVIEWER SIGN-OFF SHEET

Limited review
The Case Comprehensive Cancer Center Protocol Review and Monitoring Committee has received the proposed protocol:

Lead Principal Investigator:       
Date of PRMC:      
PROTOCOL NUMBER/TITLE:      
	Area:
	Score:
	1 = acceptable
2 = not acceptable for reasons noted
3 = not applicable for reasons noted

	Scientific Merit
	     
	

	Treatment Plan/Study Design*
	     
	


*To increase enrollment opportunities for patients consider if eligibility criteria are as minimally restrictive as appropriate. 

	Priority Score Treatment studies Only

	Innovation
	 FORMCHECKBOX 
 Not Innovative (1)
	 FORMCHECKBOX 
 Moderately Innovative (2)
	 FORMCHECKBOX 
 Highly Innovative (3)

	Clinical Impact
	 FORMCHECKBOX 
 Little or no clinical importance, registry or post-licensing marketing study (1)
	 FORMCHECKBOX 
 Phase II-III trial with possible practice changing potential (2)
	 FORMCHECKBOX 
 Phase I trial with possible practice changing implications (3)
	 FORMCHECKBOX 
 Phase II-III trial with likely practice changing implications
	 FORMCHECKBOX 
 First in Human/Early Phase I


 FORMCHECKBOX 
 I do not have any type of conflict of interest related to this trial. (i.e.: financial, consultant, co-investigator, other.
 FORMCHECKBOX 
 I do have a conflict of interest related to this trial. Please explain:      
Date of Review:      



 
Print Name:       
Signature: ________________________________

Please email this signed form to april.firstencel@case.edu
I. Study Rationale and Importance:
     

II.  
Are the statistical considerations reasonable?  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
III. Issues to be addressed by sponsor and/or PI (response required):
Major (written response required):
1.      
Minor (written response NOT required):
1.      
Final Recommendation (please check one)

 FORMCHECKBOX 
 Recommend approval (minor comments or questions listed do not require written responses)
 FORMCHECKBOX 
 Recommend approval pending written responses, revisions and/or clarification from PI/Sponsor to the above major issues
 FORMCHECKBOX 
 Recommend the trial not be approved
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