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INVESTIGATOR CONFLICT OF INTEREST 

In accordance to a Congressional mandate, the Department of Health & Human Services (DHHS), including the National Institutes of Health (NIH), the National Science Foundation (NSF) issued regulations on July 11, 1995 and FDA guidance dated March 20, 2001 regarding investigators conflict of interest. 

It is recognized that the potential for conflict of interest exists when an individual’s personal or financial interests might lead an independent observer to reasonably question whether or not actions or decisions were made for personal or financial benefit.  Individuals include investigators and personnel in the study team.  Investigators and personnel include spouses and dependent children.    

This policy applies to all research conducted at Edward Hines, Jr. VA Hospital and North Chicago Veterans Affairs Medical Center.   It is consistent with regulations, "Objectivity in Research," 42 CFR Part 50 and 45 CFR Part 94, with NSF regulations, "Investigator Financial Disclosure Policy", and with FDA guidance “Financial Disclosure by Clinical Investigators”. 

This institution has the responsibility to manage, reduce or eliminate any actual or perceived conflicts of interest of an investigator.  As a direct result, the Research Service Office at Edward Hines, Jr. Veterans Administration Hospital has established safeguards to prevent employees, consultants, members of governing bodies, and others from using their positions for purposes that are, or give the appearance of being motivated by a desire for personal or financial gain. 


Any person involved with a Hines or North Chicago sponsored project that is responsible for the design, conduct, or reporting of research activities that are funded or unfunded or proposed for funding, must disclose any & all financial interest, legal ties that could directly affect the project, or other direct or indirect benefit from a sponsor of the research.  

A.  Reporting Procedures:

At the time of the grant submission, every project must be accompanied by a signed statement of Conflict of Interest in the Request to Conduct Research Part I form.  The principal investigator or project director has the responsibility for identifying a conflict of interest for him/herself and all personnel in the study team.  Conflict of Interest issues and questions are addressed on the continuing/annual review form for any changes.  
Note:  If during the project there is a change, it is the principal investigator’s responsibility to report the change and to complete the appropriate form.  Disclosure must be updated annually or sooner if new financial information becomes available.  
B.   Procedures for Review of Potential Conflicts:
1.   The Administrative Officer (AO) for Research will notify the Research & Development (R&D) Committee and the Institutional Review Board (IRB) of any potential conflicts reported on a grant proposal or approved project. 
2.   The AO for Research in collaboration with the R&D Committee Chair and IRB Chair, will review disclosure information of potential conflicts of interest in order to assess whether outside activities or interest may inappropriately conflict with the PI's responsibilities to the VA.

3.   The AO, R&D Committee Chair, and IRB Chair will determine whether a real conflict of interest exists which will then require a review and evaluation by a convened R&D Committee and IRB.
C.  Review and Evaluation of conflict of interest includes consideration of:   
· Scientific integrity of research

· The nature of interest

· How closely the interest is related to the research

· The degree to which the interest may be affected by the research

· Any risks and anticipated benefits to patients

· Selection of participants

· The consent process

· Provisions to monitor the data collected to provide for safety of participants 

· Provisions to protect the privacy interests and confidentiality of identifiable data of participants 

D.  Possible Decisions/Recommendations of the R&D Committee and IRB:
1.    Manage the conflict of interest

2.    Require restrictions, conditions or modifications to the research

3.    Forward to VA Regional Counsel for opinion

4.    Disapprove research

In the event the R&D Committee and IRB conclude that a conflict could directly affect the design, conduct, or reporting of the project, the project or if a new proposal, the proposal approval process, will be suspended until a decision/recommendation is made.
Possible Conditions or Restrictions in order to Manage the Possible Conflict:
· PI resigns position with sponsor for duration of the project 

· PI divests significant financial interests 

· Require that the PI indicate relationship with sponsor on all publications or public disclosure of relationship 

· PI severs relationships that create a conflict of interest 

· Require PI to keep research separate from consulting and provide a detailed written summary of how that will occur 

· Request a substitution for PI or suggest PI with no relationship with sponsor, serve as a Co-PI on the project

· In assessing or responding to an action plan to a conflict of interest, the Office of Associate Chief of Staff for Research will coordinate with the VA Regional Counsel Office as required

Collaborators from other institutions involved with the funded research must either comply with this policy, or produce certification from their institution that they are in compliance with the federal regulations.

Examples of Disclosable Financial Arrangements:
Pursuant to the FDA guidance entitled:  Financial Disclosure by Clinical Investigators, examples of disclosable financial arrangements are:

· Compensation made to the investigator in which the value of the compensation could be affected by the study outcome.

· A proprietary interest in the tested product, including, but not limited to, a patent, trademark, copyright or licensing agreement.  This requirement applies to all covered studies, whether ongoing or completed as of February 2, 1999.

· Any equity interest in the sponsor of a covered study, i.e. any ownership interest, stock options, or other financial interest whose value cannot be readily determined through reference to public prices.  This requirement applies to all covered studies whether ongoing or completed.

· Any equity interest in a publicly held company that exceeds $50,000 in value.  These must be disclosed only for covered clinical studies that are ongoing on or after February 2, 1999.  This requirement applies to interest held during the time the clinical investigator is carrying out the study and for 1 year following the completion of the study; and

· Significant payments of other sorts, which are payments that have a cumulative monetary value of $25,000 or more made by the sponsor of a covered study to the investigator or the investigator’s institution to support activities of the investigator exclusive of the costs or conducting the clinical study or other clinical studies (For example: Grant to fund ongoing research, compensation in the form of equipment, or retainers for ongoing consultation or honoraria) during the time the clinical investigator is carrying out the study and for 1 year following the study.  This applies to payments made on or after February 2, 1999.

_______________________________

Dale N. Gerding, M.D.
ACOS, Research and Development







                                                                                                                                            3 of 3

