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Part I: SIGNIFICANT FINANCIAL INTEREST DISCLOSURE FORM

	SECTION I: RESEARCH PROTOCOL INFORMATION

	
|_|     Sponsored study          |_|     Non-sponsored study (greater than minimal risk studies)

[bookmark: Text16][bookmark: Text19]Name of Sponsor:                                      Date:                                                                                          

[bookmark: Text13][bookmark: Text14]Name:                                                                                        Department:       

[bookmark: Text15]Employing Institution:       

[bookmark: Text17][bookmark: Text18]Telephone:         	                   Email:       

	



	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. 



Significant financial interest (SFI) (42 CFR 50.603) is identified when:

A. 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 the 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 the Employing Institution or an Employing Institution official acting within his or her authority on behalf of the institution might affect or reasonably appear to affect institutional processes for the design, conduct, reporting, review, or oversight of human subjects 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 subject 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:  DISCLOSURE OF SIGNIFICANT FINANCIAL INTEREST

	
[bookmark: Check128]|_|  I DO NOT HAVE ANY SIGNIFICANT FINANCIAL INTERESTS OR SPONSORED OR REIMBURSED TRAVEL at present or in the preceding 12 months. (if checked, SIGN BELOW)


	

Signature:  _______________________________________________________     Date: ______________________________


	If you have attested to the statement above by signing, your disclosure is complete--STOP

	



[bookmark: Check91][bookmark: Check92]1. Is this disclosure |_| NEW or an |_| UPDATE?

2. Describe the financial relationship with the entity at present or in the 12 months preceding the date of this disclosure.   (check all that apply and complete required disclosure information for each section) 

[bookmark: Check93]a.  |_|  Remuneration includes salary and any payment for services (e.g. consulting fees, honoraria, paid authorship, or other supplemental income). If checked, indicate the level of financial interest (check one below): 
[bookmark: Check95][bookmark: Check96][bookmark: Check97]|_| $5,000-$9,999  |_| $10,000-$19,999  |_| $20,000-$100,000 
[bookmark: Check98][bookmark: Text3]|_| If greater specify:        
[bookmark: Check99]|_| Value cannot be determined by reference to public prices or other reasonable measures of fair market value. 

[bookmark: Check100]b.  |_|  Equity interest includes any stock, stock option, or other ownership interest.  If checked, complete the section. 
[bookmark: Text1]Total percent owned by you & family:      % 
[bookmark: Check101][bookmark: Check102][bookmark: Check103][bookmark: Text4]Entity is:   Publicly traded |_| , Non-Publicly traded |_| , N/A |_| , explain:      

If publicly traded, indicate the present value of the equity (check one below): 
[bookmark: Check105][bookmark: Check106][bookmark: Check107]|_| $5,000-$9,999  |_| $10,000-$19,999 |_|  $20,000-$100,000 
[bookmark: Check108][bookmark: Text5]|_| If greater specify:        
[bookmark: Check109]|_| Value cannot be determined by reference to public prices or other reasonable measures of fair market value. 

If non-publicly traded, indicate the present value of the equity (check one below): 
|_| $0-4,999  |_| $5,000-$9,999  |_| $10,000-$19,999 |_|  $20,000-$100,000 
|_| If greater specify:        
|_| Value cannot be determined by reference to public prices or other reasonable measures of fair market value. 

[bookmark: Check110]c.  |_| Intellectual property rights and interests (e.g., patents not assigned to your Employing Institution; licenses from your Employing Institution to the external entity; copyrights; royalties that are not paid by your Employing Institution).

[bookmark: Check111]d.  |_| Fiduciary role (e.g. executive role, a voting member of the board, even if unpaid) 

[bookmark: Check112]e.   |_| Travel only (if checked, complete question 3)

[bookmark: Text6]f.    |_| Other. Describe:      

3. In the past 12 months, did the external entity reimburse or sponsor travel?  
[bookmark: Check113][bookmark: Check114]|_| Yes (if yes, specify below)  |_| No (skip to Q4) 

Please NOTE: Travel that is reimbursed or sponsored by the following sources is excluded from disclosure: Federal, state, or local government agency, an Institution of higher education, an academic teaching hospital, a medical center, or a research institute that is affiliated with an Institution of higher education).

[bookmark: Text7]Purpose of the trip #1:       
[bookmark: Text8]Destination(s):       
[bookmark: Text9]Duration (total # of days):       

[bookmark: Text20]Purpose of the trip #2:       
[bookmark: Text21]Destination(s):       
[bookmark: Text22]Duration (total # of days):       

[bookmark: Text23]Purpose of the trip #3:       
[bookmark: Text24]Destination(s):       
[bookmark: Text25]Duration (total # of days):       

Please attach a separate page if needed for multiple trips.

4. Describe how the financial interest is or may be related to any of the Investigator’s research. 
[bookmark: Check121]|_| The activities with the external entity are not related to any of the Investigator’s research. 
[bookmark: Check122]|_| Entity is or may be a research sponsor. 
[bookmark: Check123]|_| Entity’s product(s) or service(s) is or may be utilized, tested, evaluated, or otherwise in any research.

[bookmark: Check124]|_| Entity does/will license your Employing Institution’s intellectual property utilized, tested, evaluated or otherwise in any research. 
[bookmark: Check125][bookmark: Text11]|_| Investigator’s institutional responsibilities may involve or require interacting with the external entity. Other, describe:        

[bookmark: Check126][bookmark: Check127]5. Will the relationship continue into the next 12 months from the date of this disclosure? |_| Yes |_| No


	SECTION IV:  INVESTIGATOR’S AFFIRMATION

	
The investigator affirms that: 
• The above information is true to the best of his/her knowledge. 
• He/She has read the applicable Conflict of Interest requirements for the Institutional Review Board of Record.
• He/She has read the applicable Conflict of Interest policies of his/her Employing Institution.
• External activities disclosed here have been disclosed and approved on the investigator’s institutional annual conflict of interest disclosure form, if applicable. 
• If the disclosed relationship with the external entity is determined by PIRB to be a significant financial interest related to the research question on sponsored research, then the relationship will be determined to be a Financial Conflict of Interest (FCOI) and the investigator must have a PIRB approved management plan prior to expenditure of funds related to the research project.   Investigators will complete Part II of the Significant Financial Interest Disclosure Form. 
• Prior to receiving funds, the investigator must complete mandatory financial conflict of interest training and update training as required (42 CFR 50.605). 
• If the financial or fiduciary relationship changes during the funding period, the investigator agrees to update Part I of the Significant Financial Interest Disclosure Form within 30 days of acquiring or discovering a new or a change in the Investigator’s financial or fiduciary relationship. 
• The investigator must disclose all sponsored or reimbursed travel (42 CFR 50.605) within 30 days if not previously reported on this form. The investigator agrees to update Part I of the Significant Financial Interest Disclosure Form within 30 days of the travel. 
• At the time of the annual continuing review, the investigator will submit an updated Part I of the Significant Financial Interest Disclosure form to IRBNet. A revised Part II may be required if the situation has changed and the management merits revision. 
• The Employing Institution is required to report all financial conflicts of interest (FCOIs) to the HHS/PHS funding agency or primary award institution when the institution is a sub-awardee (42 CFR 50.605). 
• All HHS/PHS investigator disclosures are subject to the public disclosure requirements of the PHS regulation (42 CFR 50.605). The Employing Institution must provide written response to written requests within 5 business days of receipt of request. 
• The Investigator will comply with any further requests for information or clarification from PIRB.


Signature:  _______________________________________________________     Date: ______________________________
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