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USF Health Conflicts of Interest in Research Program 

Research Compliance Matters Workshops Training Initiative 

University-Wide Conflict of Interest Program 

Special Projects:  



Academic/Entrepreneurial Model Infrastructure-Research



IRB Accreditation Support

 USF Health Conflict of Interest Program
______________________________________________________________
	Project
	Work Completed:  2007
	Next Steps:  2008

	Committee Membership and Operations
	· Committee composition restructured
· Operating procedures developed
· Member and chair training completed
· COI monitoring option added

	· Integrate with USF COI in Research Committee (CoIRC)



	Information and Communication
	· Website redesign

· Investigator training and education initiated
· Communication process established between COI Committee, IRB and DSR 

	· Convert from “Training” to “Communication” model

· Administrator/Chair training and education

· Communication between related committees, divisions and processes 


	Project
	Work Completed:  2007
	Next Steps:  2008

	Process and Efficiency
	· Assignment of responsibility for COI oversight (identification, disclosure, review, monitoring, reporting, enforcement) 
· Internal procedures developed
· Control activities implemented

	· Sub-recipient COI monitoring


 Research Compliance Matters Training Initiative
______________________________________________________________
	Project
	Work Completed:  2007
	Next Steps:  2008

	Workshops 


	· Organized and scheduled workshops through March 2008
· Achieved CME credit for select workshops

· Trained ( 80 investigators, study coordinators, nurses, administrators in various research compliance topics


	· Focus on investigator-initiated clinical research in 2008 

· Develop certification course in clinical research compliance geared toward study coordinators, administrators and investigators 


University-Wide Conflict of Interest Program
______________________________________________________________
	Project
	Work Completed:  2007
	Next Steps:  2008

	Institutional Compliance & Ethics Council
	· Appointed to ICEC as USF Health Research Compliance (and COI) Representative
· Recommended COI Workgroup of ICEC

	· Shepherd COI recommendations through ICEC and beyond

	Chair: COI Workgroup


	· Appointed Chair of ICEC COI Workgroup

· Established COI Workgroup 
· Oversight of COI responsibility assignment and Risk Assessment Project

	· Complete Risk and Gap Assessment of 10 diverse COI programs 

· Evaluate proposal for consolidation of various COI programs 

· Prepare and present workgroup recommendations to ICEC 



	Project
	Work Completed:  2007
	Next Steps:  2008

	Institutional Conflicts of 

Interest Program


	· Responsibility/oversight of Program Evaluation for one of the 10 COI programs represented in the COI Workgroup


	· Complete Program Evaluation and Recommendations for ICOI Program

· Implement policy and program requirements


Special Projects
______________________________________________________________
	Project
	Work Completed:  2007
	Next Steps:  2008

	Academic- Entrepreneurial Model: Research

	· Developed Policy on Outside Principal Investigators on USF-Administered Research Studies
· Developed Professional Services Agreement (Research Services)
· Initiated development of legal infrastructure for research collaboration with outside entities 

	· Continue development of legal infrastructure for collaboration with outside entities

	IRB Accreditation
	· Substantive review/rewrite of 45+ accreditation elements

	· Participate in site visit representing COI program
· Implement recommendations of accrediting body for COI Program


	Project
	Work Completed:  2007
	Next Steps:  2008

	Clinical and Translational Science Institute 


	
	· Initiate “regulatory concierge services” or comparable program for investigator-initiated and sponsored clinical trials in coordination with CTSI 
· Advise CTSI and act as liaison for investigators in research compliance matters 



