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PROTOCOL REVIEW AND MONITORING COMMITTEE

BEHAVIORAL HEALTH REVIEW SHEET

PROTOCOL NUMBER/TITLE:  FORMTEXT 

     
PI:  FORMTEXT 

     
Score: 
1 = acceptable


2 = acceptable with resolution of issues below 
3 = not acceptable
	Criteria
	Score or Yes/No

	Does the study use one or more questionnaires?  Have the questionnaires been validated? If not, how were the items developed? Do they follow accepted practices for wording and response choices? Does the statistical plan include steps for psychometric evaluation?  Are the questionnaires relevant to the study population? 
	

	Does the study use qualitative methods (i.e., open-ended interviews)? If so, is the study guide included?  Are the questions designed to produce sufficient narrative responses from participants to detect themes?  Does the analysis plans specify which qualitative approach is being used (e.g., grounded theory)?  What is the strategy for coding and how will coders work together?  Does the plan include analysis for saturation of themes? Who will train interviewers, and how?
	

	Are any of the study aims behavioral in nature?  In other words, are any of the outcome variables related to uptake (whether patient choose to undergo a procedure or start a new behavior), adherence (does patient continue a health behavior on a recommended schedule) or impact (how a procedure or condition affects the patient)? 
	

	Are any of the study aims behavioral in nature?  In other words, are any of the outcome variables related to uptake (whether patient choose to undergo a procedure or start a new behavior), adherence (does patient continue a health behavior on a recommended schedule) or impact (how a procedure or condition affects the patient)?
	

	Does the background section include relevant articles from health behavior research literature?
	

	If psychological distress is mentioned as a risk of the study, is there an adequate plan to alleviate distress?
	

	If neuropsychological tests will be administered, what are the qualifications and training of the person(s) who will administer and score the tests?
	

	Protocol Acceptable?
	


	Issues to be addressed by sponsor and/or PI:

Major (written responses required):

1. 
Minor (written responses NOT required):

1. 


Print Name:      
Signature: 
Date:      
Please email this signed form to PRMC@case.edu
2103 Cornell Rd. Cleveland, Ohio 44106
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