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PRMC PRIMARY REVIEW FORM
The Case Comprehensive Cancer Center’s Protocol Review and Monitoring Committee has received the proposed protocol:

Protocol title: 

Principal Investigator: 

Co-I(s):

Interventional Protocol: 

Accrual Goals: 

Estimated Primary Objective Completion: 

Estimated Protocol Completion: 

Competing protocols: 

Rare disease: 

Study rationale and importance:


     
I. Issues to be addressed by sponsor and/or PI:


Major (written response required):

 FORMTEXT 

     

Minor (written response NOT required):


 FORMTEXT 

     
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.

 FORMCHECKBOX 
 I do not have any type of conflict of interest related to this trial. 

 FORMCHECKBOX 
 I do have a conflict of interest related to this trial. Please explain: 
Primary Reviewer Name: 
Signature: 
Date: 
* TREATMENT STUDIES REQUIRE PRIORTY SCORING TO BE COMPLETED ON THE NEXT PAGE *

PRIORITY SCORING SUMMARY
The NIH requires all treatment studies receive a Priority Score during the PRMC Primary Review. The Priority Scoring system uses a 9-point scale (table below):
	Score
	Strength
	Score Description

	1
	High
	The study has major strengths in most/all criteria. A few minor flaws may exist, but not to a degree that diminishes the overall strength. 

	2
	
	

	3
	
	Numerous major strengths exist. There are a few weaknesses, but they may not be significant. 

	4
	Medium
	

	5
	
	Significant strengths and weaknesses are both present. The weaknesses are not insurmountable, but prevent the study from rising above the competition.

	6
	
	

	7
	Low
	There is value in some criteria, but not to a degree that outweighs the major weaknesses present. 

	8
	
	

	9
	
	There are major weaknesses in most/all criteria that are not outweighed by any strengths.


PRIORITY SCORING INSTRUCTIONS:
1. Enter a score (above) for each criterion:

· Overall Score
· Significance
· Innovation
· Approach 
2. Sign and date at the bottom.

1. Overall Score:  FORMTEXT 

     
The overall score reflects the likelihood that the project will exert a sustained, powerful influence on the care of patients with cancer. While the overall score should be reflective of the individual review criteria scores, it is not simply the average of all the criterion scores. It represents a more global reflection of the overall impact of the proposed studies. 

Strengths (insert comments here):

 FORMTEXT 

     
Weaknesses (insert comments here):

 FORMTEXT 

     
2. Significance:  FORMTEXT 

     
Does the study address an important problem or a critical barrier to progress in the field? If the aims of the study are achieved, how will scientific knowledge, technical capability, and/or clinical practice be improved? How will successful completion of the aims change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field?

Strengths (insert comments here):

 FORMTEXT 

     
Weaknesses (insert comments here):

 FORMTEXT 

     
3. Innovation:  FORMTEXT 

     
Does the study challenge and seek to shift current clinical practice by using using theoretical concepts, approaches or methodologies, instrumentation, or interventions? 

Strengths (insert comments here):

 FORMTEXT 

    
Weaknesses (insert comments here):

 FORMTEXT 

     
4. Approach:  FORMTEXT 

     
Are the overall strategy, methodology, and analyses well-reasoned and appropriate to accomplish the specific aims of the study? Are potential problems, alternative strategies, and benchmarks for success presented?

Strengths (insert comments here):
 FORMTEXT 

     
Weaknesses (insert comments here):
 FORMTEXT 

     
Primary Reviewer Name: 
Signature: 
Date: 
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