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          FINANCIAL RELATIONSHIPS DISCLOSURE FORM
“FRDF” - LONG FORM

 To Identify Potential Financial Conflicts of Interest1 in Research
For details on USF COI policies and procedures see http://www.research.usf.edu/cs/coi.htm .
	Glossary of Terms

1.  Conflict of Interest in Research: situation in which designated official(s) reasonably determines that a significant financial interest or other personal considerations could directly and significantly affect the design, conduct, or reporting of the research. 

2. Immediate Family:  Spouse or domestic partner, and each dependent child.

3. Interest Exempt from Reporting:  There is no minimum amount below which an interest is exempt from reporting.  However, the following financial interests/commitments are generally recognized as not relating to or not being impacted by the outcome of the research and therefore do NOT need to be disclosed: 
1) Salary, royalties or other remuneration received from USF or the USF Physician’s Group; 2) Receipt of royalties for any published scholarly works and other writings; 3) Income from seminars, lectures, or teaching engagements sponsored by public or nonprofit entities (NOTE:  All honoraria received from commercial entities must be disclosed); 4) Income from service on advisory committees or review panels for public or nonprofit entities; 5) Interests in commercial enterprises on the part of an Investigator which commercial enterprises are in no way related to the Investigator’s professional role and/or obligations; 6) Any “arms length” financial interest (e.g., a mutual fund or employer retirement plan), where the participant has no control over the investment decision, except where the value of the equity in a publicly traded company Related to the Research exceeds $50,000.
4. Investigator:  The Principal Investigator and every person (faculty, staff, students, and collaborators outside of USF) responsible for the design, conduct or reporting of a Research Project (regardless of the funding source or regulatory oversight of the research).  This includes investigators or sub-investigators who are directly involved in the treatment or evaluation of research subjects.  “Investigator” also includes the Investigator’s Immediate Family.  

5. Related to the Research:  includes but is not limited to: 1) the sponsor or funding source of the research project; 2) the provider of any product being investigated through the research project; 3) the holder of any ownership interest in a product or method being investigated (e.g., copyright, patent); 4) any other entity whose financial interests would reasonably be affected by the outcome of the Research Project.

6. Reportable Financial Interest:  A financial interest or external commitment that relates to, or could be reasonably affected by, the outcome of the proposed or current Research Project, aggregated for the Investigator and his or her Immediate Family.  
Such financial interests or external commitments include:  1) Anything of monetary value, or a potential value that cannot readily be determined, which is paid or given to the Investigator directly or indirectly or in trust by any other means (e.g., salary, consulting fees, honoraria, support for the activities of the Investigator exclusive of the costs of conducting the clinical study or other clinical studies—such as a grant, equipment or retainers to fund ongoing research); 2) a proprietary interest in the Research Project or commercialization of the test article or method (e.g., a patent, trademark, copyright, licensing agreement, royalty or other intellectual property interest); 3) a position as director, officer, partner, trustee, or member of board of directors of any entity Related to the Research; 4) a consulting, advisory, employment, ownership/equity interest (e.g., stock, stock options, including interests in a non-publicly traded corporation the value of which interests cannot be readily determined through reference to public prices) or any other interest or relationship in any entity Related to the Research; or 5) any other financial interest or external commitment that the Investigator believes may interfere with his or her ability to protect human research participants.   For guidance on how to accurately identify reportable financial interests see http://www.research.usf.edu/cs/coi.htm . 
7. Research Project: Individual research study, project, proposal or the externally sponsored educational activity at issue for which the Investigator is disclosing a Reportable Financial Interest or External Commitment via this form.


FRDF – Long Form

Part I.
Statement of Intent
(  Initial Submission of Form (Complete all sections, as applicable)

(  Annual Report for Change in Relationship (Complete Parts I and II; other sections as applicable)

(  Interim Report - Change in Relationship (Complete all sections, as applicable)  
Part II.
General Information (Must be completed for all submissions)
a. Interested Person Information

1. Name of Investigator:  ___________________________________ Date: ___________________
GEMS ID number: ________________  E-mail:____________________________________ _
Campus Mail Address:  _______________________________

Campus Phone:   _____________________   Alternate Phone:  _________________

2. Department/Division: ________________________________________ 

b.
Research Proposal/Project Information 

1. Proposal #, Project #, or Protocol #:______________________________________

2. Title of Research Proposal/Project:   ____________________________________________
3. Funding Status:

· Pending Sponsorship, proposal sent to:_ ______________________________________
· Sponsored, sponsored by:__________________________________________________
· Non-sponsored, funded by:_________________________________________________
4.  Principal Investigator (if different from above):  ______________________________________

Campus Mail Address:  _____________ Email:____________________________________
Campus Phone:   _________________ Alternate Phone:  ___________________

5.  THIS RESEARCH PROPOSAL/PROJECT INVOLVES HUMAN SUBJECTS: 

· YES      
· NO
c. Status of Interested Person [for Annual Report submissions only] 

(   My role in this Research Project or the Reportable Financial Interests of myself or my Immediate Family relative to this Project HAS/HAVE changed since my initial or last annual submission of this project’s form (Complete remaining sections, as applicable.)
OR

(   My role in this Research Project or the Reportable Financial Interests of myself or my Immediate Family relative to this Project HAS/HAVE NOT changed since my initial or last annual submission of this project’s form. (Do not complete remaining sections.  Sign and date immediately below.) 

I attest that neither my role in this Research Project nor the Reportable Financial Interests of myself or my Immediate Family relative to this Research Project have changed since my last submission of a Financial Relationships Disclosure Form.
Signature_____________________________  Date ___________________

Part III. Specific Information Regarding the Study and the Role of the Interested Person (only complete if this is your initial submission or if the information has changed)
a.
Purpose of the Study

Please explain the purpose of the study in lay terms, with adequate detail. 
b.
Role of Interested Person in Research Study

Please explain in lay terms what role you will play in the research study, with adequate detail to enable the committee to develop a management plan.   
Part IV.  Disclosure of Financial Interests and External Commitments (Must be completed for initial submissions or if the information has changed).  Financial interests/commitments with entities or persons Related to the Research must be disclosed.  Entities or persons Related to the Research include
· the Sponsor or Funding Source of the research project 

· the provider of any product being investigated through the research project
· the holder of any ownership interest in a product being investigated (i.e., copyright, patent) 

· any other entity whose financial interests would reasonably be affected by the outcome of the research project. 
For each entity listed in Part IV., a.- e. below please state here how the entity is “related to the research” (e.g., ABC, Inc./ Manufacturer of the product being investigated):

	Full Company Name
  


	 How Company is “related to the research”

	
	

	
	


a.  Ownership Interest
· I (or my Immediate Family) own shares of stock, stock options, partnership interest or other ownership interest in an entity related to the research.

	Full Company Name


	 Start-Up Company?

Y/N
	Publicly Traded?

Y/N
	Value of stock

Held or Optioned ($)
	5% or

> 5% ownership

Y/N
	Options Only?

Y/N

	1.
	
	
	
	
	

	2.
	
	
	
	
	


· Check here if the interest is that of an Immediate Family member and not personally that of the Interested Person.  
Initial ____:  If I have disclosed that my ownership in any Company listed does not exceed 5%, I agree that I will file an interim report using this form at any time that the percentage of my ownership interest in the company (alone or combined with the interest of any Immediate Family member) exceeds 5%. 

b. Consulting 
· I (or my Immediate Family) receive or expect to receive compensation for consulting from an entity related to the research. 

	Full Company Name
	Compensation or Other Value (e.g. stock options) received over the previous 12 months
	Compensation or Other Value (e.g. stock options) expected over the next 12 months
	Days per year (estimated)


	1.
	
	
	

	2.
	
	
	


· Check here if the interest is that of an Immediate Family member and not personally that of the Interested Person.  

Initial ____:  If I have disclosed a consulting relationship or expected consulting relationship for which the actual or expected compensation is less than $10,000, I agree that I will file an interim report using this form at any time that compensation or other value received through the consulting relationship (alone or combined with the compensation to any Immediate Family member) exceeds $10,000. 

c. Speakers Bureau/Presentations 
· I (or my Immediate Family) receive or expect to receive compensation for speaker’s bureau or other presentation activities from an entity related to the research. 

	Full Company Name
	Compensation or Other Value (e.g. stock options) received over the previous 12 months
	Compensation or Other Value (e.g. stock options) expected over the next 12 months
	Days per year (estimated)


	1.
	
	
	

	2.
	
	
	


· Check here if the interest is that of an Immediate Family member and not personally that of the Interested Person.  

Initial ____:  If I have disclosed a speaker’s bureau or presentation activity for which the actual or expected compensation is less than $10,000, I agree that I will file an interim report using this form at any time that compensation or other value received through the consulting relationship (alone or combined with the compensation to any Immediate Family member) exceeds $10,000. 

d.
Position Held
· I (or my Immediate Family) hold a position (including a position on the Board of Directors) in an entity related to the research.

	Full Company Name
	Title of Position Held
	Compensation or Other Value (e.g. stock options) received over the previous 12 months
	Compensation or Other Value (e.g. stock options) expected over the next 12 months

	1.
	
	
	

	2.
	
	
	


· I (or my Immediate Family) serve on an advisory board of an entity related to the research.  

	Full Company Name
	Board of Directors/Advisory Board



	1.
	

	2.
	


· Check here if the interest is that of an Immediate Family member and not personally that of the Interested Person.  

e.
Proprietary Interest

· I (or my Immediate Family) have a proprietary interest (e.g., patent, copyright or licensing agreement) relating to a product or concept under investigation in this research study or that could potentially be affected by the outcome of this research study.
	Description of Process or Product
	Patent Inventor owner or licensee
	Copyright author, owner or licensee
	Right to receive compensation from commercialization
	Other Interest (Please Specify)

	1.
	
	
	
	

	2.
	
	
	
	

	3.
	
	
	
	

	4.
	
	
	
	

	5.
	
	
	
	


· Check here if the interest is that of an Immediate Family member and not personally that of the Interested Person.  

f.
Other Activities Which May Present a Conflict of Interest
Do you have any other activities unrelated to your University duties that might have an impact on this research proposal?




No _______

Yes _______ 

If yes, please list below:

	1.

	2.


NOTE:  Activities unrelated to your university duties (“outside activities”) must be reported and approved through the University process established for review and approval of outside activities. For more information, please contact the USF Health Office of Faculty Affairs (USF Health Employees):  974-5105  http://health.usf.edu/facultyaffairs/index.htm or the Office of the Provost and Senior Vice President for Academic Affairs (all other employees):  974-2154 or http://www.acad.usf.edu/.    

Part V.
Management Plan

If you indicated any financial or other interests in Part IV. of this Financial Relationships Disclosure Form, please explain any and ALL management steps and procedures that will be followed to ensure the accurate and unbiased collection, analysis, and interpretation of the data resulting from this study. Also, provide any other information that should be considered by the Conflict of Interest Committee or COI administrator in determining whether the interest can be adequately managed to prevent bias in the design conduct or reporting of the research.  [NOTE:  This information will be critical in determining whether the research may proceed.] 

In order to assist you, the following represent some of the management steps that have been used by investigators and/or are recommended in the course of conflict of interest review.  If any of these apply to your research study, please indicate by checking the box next to the management step that applies.  Not all management steps are represented here.  If you have other management steps that you wish to be considered by the reviewing committee, include these as well.
· Notice of investigator's conflicting interests will be provided to: 

· Research personnel, including collaborators, involved in the study 

· Human subjects recruited for or enrolled in the study

· Editors of journals publishing the study results

· Funding/granting agencies

· The public, in any public communication or research results

· Other:








· Certain aspects of the project will be monitored by independent reviewers. 

Describe:
· There are elements of the research plan that will tend to eliminate or reduce bias (check all that apply): 

· Multiple, non-interested investigators 

· End points are objective and cannot be manipulated by an Interested Person
Explain:

· End points will be measured (or monitored) by a non-interested individual 
· Multi-center trial:
Approximate percentage of total study population that will be evaluated in study arm involving the Interested Person: ____
· Interested Person will be blinded

Describe:  

· Other:

· Specific data management strategies to ensure that data is recorded prospectively, in a timely manner and without bias.
Describe:

· Additional independent studies will be conducted to confirm the results of the study involving the Interested Person. 
· Disqualification of the Interested Person from participation in all or a portion of the project (check all that apply):
· Design of the project

· Conduct of experimental portions of the study

· Evaluation of research results/end points

· Recording and reporting of results

· Recruitment of subjects (for research involving human subjects)
· Obtaining informed consent from subjects (for research involving human subjects)
· Other:
Part VI.  Verification

Interested Person (Initial each section):
________I attest that I have used reasonable diligence in preparing this Financial Relationships Disclosure Form and that it is true and complete, to the best of my knowledge. I understand that this information is being used to ensure that research is conducted with the highest integrity and that the rights and interests of human subjects (if any) are protected.
________I agree to cooperate in the development of an appropriate management plan and to provide any further information that may be requested during any aspect of the conflict of interest review.

________I agree to comply with the terms and conditions of any management plan approved by a COI Committee and (if applicable) the IRB and to take any and all other reasonable measures to ensure that my financial interests and external commitments do not adversely affect this research project or any human subject enrolled herein.
________I acknowledge my obligation to submit an updated Financial Relationships Disclosure Form to my supervisor, DSR, and the IRB when there is change in any previously reported financial relationships or a new financial relationship is established.
__________________________________________


___________________

Interested Person Signature





Date

Supervisor
As supervisor of the Interested Person, I attest that I have reviewed this Financial Relationships Disclosure Form and that it is true and complete to the best of my knowledge.  My signature does not indicate approval of the proposed management plan, which approval must be obtained by the individual or committee responsible for review of this disclosure. If required under section IV.e., an approved outside activity form is attached.
      ___________________________________________

___________________

      Supervisor Signature






Date

      ___________________________________________

___________________

      Supervisor Name
 (Please print)





Phone

Send completed and signed form to:

Conflict of Interest Coordinator

Division of Sponsored Research

Mail Code: 30338 USF Holly Dr.
Part VII.
Recommendation for Approval (for University Use Only)
Investigator’s Name: _________________________________________________

Project Title: ________________________________________________________

Proposal #, Project #, or Protocol #:______________________________________

This Financial Relationships Disclosure Form has been reviewed by: 

· a conflict of interest administrator; or  
· a COI Committee
and the activity is approved upon the terms and conditions proposed in Part V. of this Financial Relationships Disclosure Form, and/or in the attached management plan, which the undersigned believes are appropriate to manage, reduce or eliminate the potential conflict of interest created by the interests disclosed herein. 

Administrative Approval: 
_______________________________________________

_____________________

Conflict of Interest Administrator Signature



Date
Print name of COI Administrator: __________________________________________________

Or

Committee Approval:

_______________________________________________

_____________________

COI Committee Chair
/Representative Signature



Date

Print name of Committee Chair/Representative:________________________________________

	Additional Information:

If this disclosure is administratively approved (i.e., without review by a COI Committee), the COI Administrator must indicate the reason for approval (e.g., financial interest is not significant or other explanation supporting the conclusion that the proposed management controls are adequate to address the conflict).



Date Received by DSR:



                Action: 






Revised 01/08

