Research Project Checklist

Project Feasibility, Protocol, Consent Form, & Case Report Form Development

	Project Feasibility
	
	

	( Or N/A*
	Activity
	Reference

	
	Access to subject population? 
	

	
	Is project financially viable?
	See Budget Preparation Checklist

	
	Is there adequate space?
	

	
	Is there support staff? (e.g. study coordinator)
	

	
	Do you have time to train and oversee staff?
	

	Protocol Development
	
	

	
	Has all the basic information as required by the oversight committees been included in the protocol?
	http://www.rochester.edu/rsrb/documents/pdf/invguidance.pdf#pagemode=bookmarks&page=21


	
	Is Biostatistics support needed?  
	http://www.urmc.rochester.edu/smd/biostat/service/index.html


	
	
	

	Consent Form Development
	
	

	
	Are the required elements of informed consent present?
	http://www.rochester.edu/rsrb/documents/pdf/invguidance.pdf#pagemode=bookmarks&page=68




	
	Have the University required paragraphs for compensation for injury been included?
	For industry sponsored: http://www.rochester.edu/rsrb/documents/pdf/cfori2-industry-sponsored.pdf
For non-industry sponsored:

http://www.rochester.edu/rsrb/documents/pdf/cfori2-non_industry-sponsored.pdf


	
	Has the University required wording for Confidentiality been included?
	http://www.rochester.edu/rsrb/documents/word/Guidelines_HIPAA_Authorization_English.docGuidance for HIPAA Authorization see template)

	
	
	

	Case Report Form Development
	
	

	
	Do the case report forms\data collection forms capture all the protocol-required data on each subject?
	www.urmc.rochester.edu/smd/biostat/service/index.html



*All questions may not be applicable for sponsored studies

