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Financial Disclosure and Conflict of Interest Review Policy

The conflict of interest (COI) review form must be completed annually and/or interim update if changes occur, by all major participants of INTERMACS. Major participants include PIs, co-PIs, Operations and Steering Committee members including subcommittee members, individuals named on the contract including subcontractors and their staff. Renewals will be completed January of each calendar year.

COI Review Process: 

1. Receipt of COI form: 

A. DCR solicits and receives the COI form from the site Principal Investigator and Co-Investigator as part of the Enrollment Package from the participating sites. UNOS will forward the COI form to the INTERMACS DCC at UAB.

B. The DCC will solicit annual renewal COI forms from the site Principal Investigators and co-investigators.
C. The DCC will solicit and receive the initial COI form from the Operations Committee, Steering Committee and Subcommittee members.  The DCC will also solicit the annual renewals.
D. The DCC will solicit and receive the initial COI form from UAB staff named on the INTERMACS contract and sub-contractors to UAB.  The DCC will also solicit the annual renewals. 
2. The COI form will be stamped with the date of receipt in the DCC office and will be logged into the Conflict of Interest/Financial Disclosure Statement Tracking System.  This system tracks every step in the COI process.
3. Site name and individual completing the COI form, and the date the COI form was completed is recorded in the Tracking System.

4. The DCC (Mary Lynne Clark) will review the COI form for any stated conflict and will record the findings on the Tracking System.  David Naftel will review Mary Lynne Clark’s COI form.

5. A Conflict of Interest subcommittee of the Operations Committee will be established.  Members will consist of the Study Chair (James Young), and the Study PI (James Kirklin).  The Director of the UAB Conflict of Interest Board (Lesley Early) will serve as a non-voting ex officio member of the subcommittee. Her role is to observe the process and to provide information and perspective based on her experience. This subcommittee will meet monthly to review the Conflict of Interest forms and to manage the conflicts.  

6. Monthly updates with flags indicating conflicts will be forwarded to the COI Subcommittee of the Operations Committee for review. 

7. The tracking system will be updated with the decisions of the subcommittee on a monthly basis. 

NHLBI Notification: 

1.
UAB will provide quarterly summaries and status of all Conflict of Interest issues.  UAB will include this report as part of its Quarterly Report to NHLBI.

2.
Prior to posting disclosures on the INTERMACS website, UAB will ask NHLBI to review and approve this disclosures document.

3.
NHLBI may observe and provide input to any part of the entire Conflict of Interest process as they deem necessary.


Public Disclosure:

1. Public disclosure of all individuals with a COI as determined through the INTERMACS referenced above will be posted on the INTERMACS website. Only relationships will be disclosed (No monetary amounts will be posted).

2. A speaker for any INTERMACS talk, including scientific meetings, government meetings, presentations at hospitals, INTERMACS annual meetings, INTERMACS Steering Committee meetings, etc., must include a disclosure slide.

3. Any published program for an INTERMACS meeting must include a list of speakers with a conflict.  A disclosure will be posted on the INTERMACS website. 
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