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	REPORTING CHANGES IN FINANCIAL DISCLOSURE AND CONFLICTS OF INTEREST



2111 West Braker Lane, Suite 100 ● Austin, TX 78758 ● P: 512.380.1244 ● F: 512.382.8902 ● E: salus@salusirb.com
SPONSOR:        

PROTOCOL #:       
PRINCIPAL INVESTIGATOR:       
	The principal investigator (PI) is responsible for reading each statement thoroughly before signing this form. Please consider any potential, actual, or perceived conflicts of interest (COIs) of a financial, professional, or personal nature with the sponsor, test article, or manufacturer of the test article that may affect any aspect of this research. The responses must also consider any COIs of the PI’s immediate family members. Salus IRB defines “immediate family member” as (at a minimum) an individual’s dependent children or a person with whom an individual resides, in the same residence, where both individuals share responsibility for each other’s welfare and financial obligations (e.g., spouse, domestic partner).

	1. Do you have a financial arrangement with the sponsor, whereby the value of compensation could be influenced by the outcome of the research? This includes compensation that could be greater for a favorable clinical result, compensation in the form of an equity interest in the sponsor, or compensation tied to sales of the product or service being tested (e.g., royalty interest).
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

	2. Do you have a proprietary interest in the product or service being tested such as patent rights, trademark, copyright or licensing agreement?
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

	3. Do you have a significant equity interest in the sponsor or in the product or service being tested (e.g., ownership interest, stock options, or any other financial interest) the value of which cannot be readily determined through reference to public prices, any equity interest in the sponsor (if publicly traded) exceeding $10,000 (or $5,000 for PHS-funded research), or more than 5% ownership (or any combination of these), in the sponsoring company or business entity?
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

	4. Have you received payments from the sponsor or payments related to the product or service being tested in excess of $10,000 (or $5,000 for PHS-funded research), when aggregated for immediate family members, exclusive of the costs of conducting the research, such as honoraria, a grant or grants to fund ongoing research, compensation in the form of equipment, or retainers for ongoing consultation?
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

	5. Have you accepted payment arrangements from the sponsor such as financial incentives for early enrollment or high enrollment (e.g., recruitment bonus incentives)?
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

	6. Do you have any board or executive relationship to the sponsor or the product or service being tested, regardless of the compensation?
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

	7. Are you an employee of the sponsor or the manufacturer of the test article?
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

	8. Do any of the research staff or their immediate family members have financial or other COIs with the sponsor conducting this research, the test article, or the manufacturer of the test article, as listed above? Salus IRB defines “research staff” as anyone responsible for the design, conduct, or reporting of research (e.g., sub investigators, research coordinators) 
	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes


SPONSOR:   REF sponsor 

PROTOCOL #:   REF protocol 
PRINCIPAL INVESTIGATOR:   REF pi 
	If you answered “Yes” to any of the questions above, describe the COI(s) in detail and explain how the COI(s) will be managed so that the conflict(s) will not adversely affect the protection of participants or the integrity of the research [notification of the existence of a COI and how it will be managed may be added to the informed consent document (ICD)]:       

	I certify that the above information is true and correct to the best of my knowledge. Further, I understand that I am responsible for notifying Salus IRB of any change in my (or my immediate family) or my research staff’s (or their immediate family’s) COI status as declared on this document.

Printed Name of Principal Investigator:      







    

Signature of Principal Investigator:  





        
Date: 
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