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	Aurora IRB

Protocol for Research Involving Human Subjects
Study-Specific Conflict of Interest Statement 
	( Route to RIC / ( No action necessary (file)
For IRB Use Only

	Name of Investigator/Key Personnel completing this form:      
	

	Contact number and e-mail address for inquiries from Research Integrity Committee:      
	

	Protocol Sponsor (if applicable):      
	

	Aurora IRB Protocol # (if assigned):       / Complete Protocol Title:      

	The purpose of this form is to identify any Significant Financial or Significant Non-Financial Interest you or your Immediate Family members hold that have the potential to affect the conduct of the study listed above. 


Please note that under Aurora IRB Policy 104, the following definitions apply:
“Immediate Family” means spouse, dependent children, and/or other persons living in your household.

“Financial Interest Related to the Research” means financial interest in the sponsor, product or service being tested, or competitor of the sponsor.
Do you or your Immediate Family have any of the following? (Check all that apply)

· Involvement of you or your Immediate Family in the design of the research. Describe any steps planned to prevent the interest from interfering with the protection of subjects or from compromising one’s professional judgement in conducting the study or reporting the research results.

· Ownership interest, stock options, or other financial interest related to the research unless it meets EACH of the following four tests:

· Less than $10,000 when aggregated for you or your Immediate Family.

· Publicly traded on a stock exchange.

· Value will not be affected by the outcome of the research.

· Less than 5% interest in any one single entity.

· Compensation related to the research unless it meets EACH of the following two tests:

· Less than $10,000 in the past year when aggregated for you and your Immediate Family.

· Amount will not be affected by the outcome of the research

· Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright or licensing agreement.

· Board or executive relationship related to the research, regardless of compensation.

· Any other reason for which you believe you cannot provide independent review (for example: substantial personal gifts from the sponsor).

If you checked any of the above, you are considered to have a Significant Financial or Significant Non-Financial Interest in this research.

OR

OR
OR

· To the best of my knowledge, neither I, nor my Immediate Family, have a relationship with, or any Significant Financial or Significant Non-Financial interest(s), directly or indirectly, with the sponsor of this study.

Please be advised that any information submitted will not initially be reviewed by the Aurora IRB but instead will be sent directly to the Research Integrity Committee for their review and recommendation. In the event that you indicate a Significant Financial or Significant Non-Financial Interest above, we ask that you submit additional information describing the nature of the interest, to include who holds the interest (i.e., investigator, key personnel, spouse, dependent children, other person living in my household), the approximate monetary value of such interest, and any other information you feel is relevant. This can be reported on a separate piece of paper, which should be placed in a sealed envelope marked “CONFIDENTIAL” and sent to the Research Integrity Committee c/o Aurora RSPP at the address below. FAILURE TO DO SO MAY RESULT IN A DELAY IN THE APPROVAL OF YOUR SUBMISSION. 

	I certify that I have reviewed the Aurora IRB Policy on Conflict of Interest in Human Subject Research (SOP GA 104) and hereby make the above disclosure(s) in accordance with such policy specifically with regard to the above named research study.
I further certify that I am not receiving any Finders Fees and/or Completion Fees (e.g., recruitment incentives, enrollment bonuses, or milestone payments that are unrelated to services provided) for this study, as defined in SOP GA 104.

In the event that at any future date I have or acquire a financial or non-financial interest in any business or organization that requires disclosure, I will promptly disclose such interest by further letter of this nature to the Aurora Research Integrity Committee. 

Acknowledged and Agreed:

	Signature:  

	
	Date:  
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