FINANCIAL CONFLICT OF INTEREST FORM

(This form is required for research that has a potential or actual financial interest of any kind.)

PRINCIPAL INVESTIGATOR:
_____________________________________________

PROPOSAL TITLE:
 __________________________________________________________________________

_____________________________________________________________________________________________

Rationale:  “Institutions and individuals involved in human subjects research may establish financial relationships related to or separate from particular research projects.  Those financial relationships may create financial interests of monetary value, such as payments for services, equity interests, or intellectual property rights.  A financial interest related to a research study may be a conflicting financial interest.  The Department [of Health and Human Services (HHS)] recognizes that some conflicting financial interests in research may affect the rights and welfare of human subjects….

……………………………………………………………………………………………………………….……………

… Financial interests are not prohibited, and not all financial interests cause conflicts of interest or affect the rights and welfare of human subjects.  HHS recognizes the complexity of the relationships between government, academia, industry and others, and recognizes that these relationships often legitimately include financial relationships”.

(Federal Register, May 12, 2004, p. 26394 & 26395)

In keeping with directives in the Federal Register of May 12, 2004 (p. 26396 & 26397), the following information must be provided so that financial issues do not affect the rights and welfare of human subjects used in studies at Seton Hall University. 

Please answer the following questions and submit with your IRB application:

1. Does the research involve financial relationships that could create potential or actual conflicts of interest?

a. How is the research supported or financed?   _________________________________________________ 

______________________________________________________________________________________

b. Where and by whom was the study designed?   _______________________________________________

______________________________________________________________________________________

c. Where and by whom will the resulting data be analyzed?  ________________________________________

______________________________________________________________________________________

d. What interests are created by the financial relationships involved in the situation?  ____________________
______________________________________________________________________________________
e. Do individuals or institutions receive any compensation that may be affected by the study outcome?

______________________________________________________________________________________
2. Do individuals or institutions involved in the research :

a. Have any proprietary interests in the product, including patents, trademarks, copyrights, or licensing agreements?   

______________________________________________________________________________________
b. Have an equity interest in the research sponsor and, if so, is the sponsor a publicly held company or non-publicly held company?  

______________________________________________________________________________________
c. Receive significant payments of other sorts? (e.g., grants, compensation in the form of equipment, retainers for ongoing consultation, or honoraria)  

______________________________________________________________________________________
d. Receive payment per participant or incentive payments, and are those payments reasonable?

______________________________________________________________________________________
In addition, investigators must consider the following actions if their research has a   potential or actual financial relationship of any kind:

1. 
Include information in the informed consent document, such as:

· The source of funding and funding arrangements for the conduct and review of 

research, or

· information about a financial arrangement of an institution or an investigator and how it is being managed.

2. 
Use special measures to modify the informed consent process when a potential or actual financial conflict exists, such as

· Having another individual who does not have a potential or actual conflict of interest involved in the consent process, especially when a potential or actual conflict of interest could influence the tone, presentation, or type of information presented during the consent process

· Using independent monitoring of the research.
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