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NON-SPONSORED 
CONFLICT OF INTEREST DISCLOSURE FORM (NSCOIDF) 


	SECTION I: RESEARCH PROTOCOL INFORMATION
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	SECTION II:  CONFLICT OF INTEREST GUIDELINES

	
All investigators must disclose all real, apparent, or potential Significant Financial Interest (SFIs) to the IRB.  

Investigator is defined as any person responsible for the design, conduct, or reporting of the research.  This includes, but is not limited to, the principal investigator, faculty sponsor, co-investigators, collaborators, consultants and authorized study personnel. 
 
Family members include spouse or domestic partner, parents, siblings, and children. 

A. Significant financial interest (SFI) (42 CFR 50.603) is identified when: The value of any remuneration received from an external entity at present or in the 12 months preceding the disclosure that when aggregated for the investigator and family members totals or exceeds $5,000. The $5,000 threshold also applies to salary, royalties, and other payments aggregated for the investigator and family members.  
B. The value of a publicly-traded equity (plus any remuneration) meets or exceeds $5,000.  
C. Any level of ownership of privately-held equity regardless of the dollar value.
D. Intellectual property rights (e.g., patents, trademarks, copyrights, licensing agreements, and royalties from such rights) excluding intellectual property rights assigned to your Employing Institution and agreements with your Employing Institution to share royalties related to such rights.
E. Any other relationships that might present a financial conflict of interest, such as fiduciary interests (paid or unpaid positions as director, officer, or other management role in a for-profit or not-for-profit entity sponsoring or related to the research) or interests in which compensation or the value of equity or property rights or the combination of interests might affect the outcome of the research.

Institutional COI includes financial interests of an Employing Institution or an Employing Institution official, acting within his or her authority on behalf of the Employing Institution, might affect or reasonably appear to affect institutional processes for the design, conduct, reporting, review, or oversight of human subject research. Examples of institutional conflict of interest include, but are not limited to:

A. The Employing Institution has an equity interest in a company or the Employing Institution holds a patent, license, or some type of intellectual property interest related to the product that is the subject of the research.
B. An Employing Institution official acting within his or her authority on behalf of the Employing Institution has equity interest, serves on an advisory or other Board, or serves in a fiduciary role in an entity that has an interest in the outcome of human subjects research.
C .   Gifts to the Employing Institution or Employing Institution official from a company or other entity that has an interest in the outcome of the human subject research. 




	SECTION III:  CONFLICT OF INTEREST SCREENING QUESTIONS

	
1.  At present or in the 12 months prior to this disclosure, did or does any investigator or investigator’s family members have a significant financial interest (SFI) with the research sponsor or any subcontract recipient; or have a SFI reasonably related to a product (e.g., drug, device, method, treatment, etc) that is the subject of the research; or have any other relationships (e.g. fiduciary, even if uncompensated) that may present a potential conflict of interest with this research?

[bookmark: Check90][bookmark: Check89]No |_|   Yes |_|  (If yes, see Section IV below.)

2. Does an institutional conflict of interest exist with this study?   
          
No |_|   Yes |_|  (If yes, see Section IV below.)


|_|     By marking this box, I affirm that the above information is true to the best of my knowledge.

If significant changes in activities occur during the year, a Change in Research Form must be submitted


	SECTION IV:  NEXT STEPS FOR DISCLOSING SIGNIFICANT FINANCIAL INTERESTS

	
If YES is checked for EITHER of the questions in Section III, please complete the Part I: SIGNIFICANT FINANCIAL INTEREST DISCLOSURE FORM.  Final IRB approval of the research cannot be provided until a management plan is in place.
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