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    Office of Research Compliance: Quarterly Report (Fall 2006)
I.
Conflict of Interest Program
	Category
	Standards
	Achievements
	Status/Next Steps

	INFRASTRUCTURE/ PROGRAM OPERATIONS
	A.  The Conflict of Interest program has adequate resources and infrastructure
	Recruited and appointed COI Administrator (Sept 2006)


	Recruit and appoint staff to provide

administrative support to COI program and maintain COI database (Dec 2006-Jan 2007)  

	
	B. Organizational and committee structure has effective and  broaden representation
	Recruited & appointed new members from COPH, CAS, IRB representative member

and community member (Oct 2006)

Recruited & appointed 2 new ex-officio (non-voting) members representing critical areas at USF (Oct 2006)

Recruited & appointed alternate voting member (Oct 2006)


	Standard achieved.

	
	C.  COI Committee adopts and implements standard operating procedures (SOPs) 
	Drafted initial comprehensive set of SOPs (Oct 2006)
Presented SOPs to Committee and obtained Committee input (Nov 2006)

	Finalize SOPs and submit to Committee for approval and adoption (Jan 2007)



	
	D. Current and new Committee members understand and can apply federal COI regulations, existing industry guidance and University and Committee guidelines on reviewing disclosures; Committee members demonstrate sufficient knowledge of the protection of research participants through the management of investigator conflicts of interest; and the COI program evaluates and contributes to the ongoing improvement of the qualifications and expertise of Committee members

	Initiated precedent of education and discussion about regulatory and industry conflict of interest topics at each COI Committee meeting (Sept 2006)
Prepared comprehensive overview of learning objectives/member orientation Power Point for presentation to COI Committee and publication on website (Oct 2006)

Initial COI Committee Orientation (Oct 2006)


	Standard achieved. 

Ongoing: Continue initiative to provide periodic education to COI Committee members.
Develop tools to promote accessibility of governing regulations and principles during meetings (Jan 2007)

	
	E. Committee review and treatment of disclosures is systematic and consistent
	Established master template for presenting proposed management plans to ensure that same criteria are applied to all disclosures (Nov 2006)
Established checklist for required COI Committee action to be used with each disclosure review (Nov 2006)
Established multi-step process for Committee discussion of disclosures to ensure comprehensive and consistent discussion of each disclosure (Nov 2006)

	Standard achieved.
Ongoing: Ensure that established processes and templates are used consistently at meetings.

Develop tools to promote use of established processes during meetings (Jan 2007)

	
	F.  The COI Committee maintains adequate documentation of its activities

	Meeting minutes and management plans are comprehensive and include details of Committee discussion on issues of concern (Nov 2006)

	Develop COI database to document and track progress of reviews of disclosures (Mar 2007)

	
	G. The COI Committee meets regularly; Committee members receive adequate administrative support, sufficient and timely information and recognition of voluntary service

	Monthly COI Committee meetings have been established in advance and posted on website; notice and reminders of meetings are sent timely (Nov 2006) 
Process established and codified in operating procedures whereby COI Administrator reviews and obtains complete information from investigators prior to Committee review (Nov 2006) 
Recruitment of administrative assistant 
(Dec 2006)

	Create meeting binders to organize disclosures, information relevant to review, and reference materials (Jan 2007)

Establish deadlines for submission of disclosures prior to scheduled meetings to ensure adequate time for development of management plan and prior review by Committee (Jan 2007)

Obtain budget for COI program for Committee support and funding for recognition of service (Mar 2007)

Appoint administrative assistant (Jan 2007) 



	INFORMATION AND COMMUNICATION
	A.  Website is informative, easily navigable and has appropriate links to related processes/policies

	Creation of COI website with comprehensive content on COI for investigators and dedicated COI Committee webpage (Oct-Nov 2006)

	Standard achieved.  

Ongoing: Corrections, upgrades and maintenance of links and current information. 

Ongoing: Progressive update of content based on new industry and federal guidance and investigator feedback.


	
	B. New employees are advised of reporting requirements and existing employees are reminded of COI reporting requirements periodically


	Information published on website for all investigators on the process for reporting conflicts (Nov 2006)

Individual counseling and education provided to all investigators who have submitted disclosures for COI committee review to date (Oct-Dec 2006)


	Substantial achievement of standard through publication of information on website  

Ongoing:  Identify opportunities to convey information and continue one-on-one counseling and education.
Develop presentation for new employees on COI program and reporting process (Feb 2007)



	
	C. Policies are available to all investigators and research staff;  adequate training and/or guidance exists to ensure administration and employees can identify potential conflicts and are aware of reporting requirements

	Official policies, operating procedures and reporting processes are published on the ORC website (Nov 2006) 
Information published on website explains how to identify and report conflicts (Nov 2006)

	Develop training modules for presentation to employees/

investigators/administrators on COI topics of interest

(Feb-Mar 2007)



	PROCESS: 
EFFICIENCY
	A.  A process exists for expedited review of disclosures under certain conditions approved by COI Committee
	Process for expedited review developed and incorporated into SOPs (Oct 2006)
Presented SOPs to Committee and obtained Committee input (Nov 2006)

	Finalize SOPs and submit to Committee for approval and adoption (Jan 2007)



	 
	B. Communication and interaction among COI Committee, DSR and IRB regarding investigator COI and formalize processes is optimal
	Appointed new ex-officio and voting members to COI Committee representing  Division of Sponsored Research (DSR), Division of Research Integrity and Compliance (DRIC), USF Health Office of Faculty Affairs (OFA) and the Institutional Review Board (IRB) (Oct 2006)

Established formal processes for exchange of information about financial interests of investigators between the COI Committee and the DSR, DRIC and IRB (Oct 2006)


	Standard achieved.

	
	C. Turnaround times of COI office and investigators in disclosure review process and document are optimal

	Established timeframes within which various stages of conflict disclosure and review process will be accomplished (e.g.

Initial contact with investigator contact following review by Committee, final approval for disclosure and management plan, etc.) (Nov 2006)
Revised practice and developed formal process to require direct contact with investigators upon initial disclosure and following Committee review to ensure accountability of investigator, COI Administrator and Committee for timeliness of disclosure and review processes (Nov 2006)


	Standard of improved turnaround times achieved.

Develop COI database to document and track progress of reviews of disclosures (Mar 2007)

	
	D. Disclosures and other reporting tools may be submitted electronically

	
	Establish technology for electronic submission of disclosures and reporting tools (Mar 2007)

	PROGRAM

EFFECTIVENESS
	A.  Investigator  consulting/board membership and  research activities are cross-checked with  information maintained by OFA 


	
	Require information on outside activities as element of review in disclosure reviews (Feb 2007)

Develop linked COI and outside activity databases with OFA (Mar 2007)



	
	B.   Information received for reviews of disclosures is thorough, accurate and of sufficient quality to support an effective review 
	Implemented tool/aid to assist COI Administrator in gathering information when additional information is needed from investigators on disclosures (Nov 2006)
Revised practice and developed formal process to require direct contact with investigators upon initial disclosure and following Committee review to ensure good communication between investigator and 

COI Administrator/Committee regarding nature of activities and interests of investigator and role in research (Nov 2006)

	Standard achieved.

	
	C.  Require and reasonably ensure that financial interests are reported, reviewed and managed
	Information published on website for all investigators on the process for reporting conflicts (Nov 2006)
Established cross-referencing system with DSR and IRB to catch potential 

conflict situations (Oct 2006)


	Substantial achievement of standard through publication of requirements on website  

Identify opportunities to convey information and continue one-on one counseling and education (Ongoing)

Develop presentation for new employees on COI program and reporting process (Feb 2007)

	
	D. Compliance with management plans by investigators is monitored and enforced

 
	
	Develop COI database to document and track approval of management plans and to identify research projects that require monitoring  (Mar 2007)
Develop internal procedures for monitoring compliance with management plans by investigators (Mar 2007)

 

	
	E.  COI process /policy is periodically reviewed to incorporate newly identified industry guidance or to counter identified risks


	
	Subscribe to relevant newsletters and groups  

Request forward of information from other University compliance units and legal counsel pertaining to new COI regulations and guidance (Jan 2007)
Review COI policy annually to maintain links and current information (June 2007)

	
	F. The COI program implements a plan to measure and improve efficiency, effectiveness and quality; investigators using the program are generally satisfied with service, communication and turnaround time of Committee and COI Administrator. 
	
	Develop web-based survey instrument to collect feedback from users of COI program (Feb 2007)

Ongoing: Track feedback and address identified deficiencies 
Ongoing:  Investigators are encouraged to bring forward concerns or suggestions regarding the website and COI program, including the COI review process 




