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1.0 Purpose

The purpose of this document is to describe the identification and management of potential conflicts of interest of SRC members, SRC Consultants and SRC staff.

2.0 Policy

It is the policy of the SRC that all potential financial and non-financial conflicts of interest of SRC members, SRC Consultants and SRC staff must be self-identified to the best of the individual’s knowledge and appropriately managed to prevent such conflicts from interfering with the objectivity and validity of the SRC Committee protocol review process.  The SRC does not require disclosure of the nature of the conflict unless an exception is requested (see Section 4.7).
3.0 Definitions

3.1
Covered Persons

Covered persons are SRC members, SRC Consultants and SRC staff.  Financial interest accruing to immediate family members of a Covered Person (spouse, dependent children, parents or anyone that a Covered Person may claim as a dependent under the Internal Revenue Code) must be considered as a financial interest of the Covered Person.
3.2
Potential Conflicts of Interest
The following are financial and non-financial conflicts of interest that exclude SRC members and SRC Consultants from participating in the SRC protocol review process.  SRC staff who have any of the conflicts listed below are excluded from serving as the key SRC administrator assigned to the study in question.
A) The Covered Person serves as a Principal Investigator (PI) or Secondary Investigator (SI) and is, accordingly, listed on the SRC research protocol submitted for review.

B) The Covered Person is an advisor, or a direct supervisor, of a trainee (e.g., medical, graduate or undergraduate student) who is Principal Investigator (PI) or Secondary Investigator (SI) and is, accordingly, listed on the SRC research protocol submitted for review.

C) The Covered Person has a financial interest defined as 1) salary, royalties (or a commitment for future royalties), consulting fees, honoraria, gift(s), or other payments that has been received in the last twelve months, will be received while the research is being conducted or will be received within twelve months after the research is completed; or 2) an equity interest in the sponsor of the research.   Mutual funds are excluded.
D) The Covered Person holds a position as director, officer, partner, trustee, or any other significant position in the company sponsoring the research or has held such a position in the past twelve months.
E) The Covered Person holds patent rights or royalties from such rights whose value may be affected by the outcome of the research, including royalties under any royalty-sharing agreements involving UNMC, the Nebraska Medical Center, UNeMed, or UNO.
F) The Covered Person has a financial interest (as defined above) in a company which has a marketed product, or is in the process of developing a new product which is, or will be, in direct market competition with the product in the research protocol submitted for SRC review.
G) The Covered Person has a personal relationship, or a conflict, with any research personnel listed on the SRC application which would potentially cause the SRC member, in his/her opinion, to be less than objective in his/her review.
H) The Covered Person does not have a conflict of interest if he/she serves on the sponsor’s scientific advisory board for an area unrelated to the research under review.

I) If a Covered Person is listed on the SRC application as a participating physician or other study personnel, he/she does not have a conflict of interest providing his/her only involvement in the protocol is in the context of providing clinical care to subjects and there is no expectation that the Covered Person will be included as an author on any papers arising from the research.
J) If a Covered Person is listed on the SRC application as a participating physician and will be involved in both obtaining and documenting informed consent as well as providing clinical care, that individual may serve as a primary or secondary SRC reviewer and participate in the discussion.  Such SRC member reviewers, however, are required to abstain from voting.
K) If a Covered Person perceives a conflict of interest which is not otherwise listed above.

4.0 Procedures for identification and management of conflict of interest
4.1 All SRC members must notify the SRC Chair or designee of a potential conflict of interest within three (3) days of receiving notification of assignment as a reviewer.  If the SRC member is uncertain if a potential conflict of interest exists, they are encouraged to consult with the SRC Chair or designee.  
4.2 Whenever a prospective consultant is asked to review a protocol, he/she will be provided with a copy of the SRC Conflict of Interest Policy and will be excluded from serving as a consultant if a conflict exists.  Consultants must certify in writing that they do not have a conflict of interest.
4.4 Prior to the beginning of each meeting, SRC members will be asked to declare the existence of any undisclosed conflicts, but are not required to describe the nature of the conflict.  
4.5 All SRC staff must immediately notify the SRC Chair or designee if a conflict exists.  The SRC Chair or designee will determine what action is necessary.
4.6 When the SRC member has a conflict of interest, he/she may not participate in the discussion and voting phases of the review of the protocol in question.  The SRC member may not vote on any protocol where he/she has a conflict of interest as defined above.  Upon request of the SRC, the member may provide information or respond to questions.  
4.7 If an SRC member has a conflict of interest as defined by Section 3.2 of this policy, but in his/her opinion, the conflict will not interfere with the objectivity and validity of the review, the member may request approval of an exception to allow the member to serve as a reviewer and be granted voting privileges.  In such cases, the following procedure must be followed:

A) The SRC member must disclose the specifics of the conflict to the SRC Chair/designee.
B) The SRC must indicate whether they wish to serve as follows: (1) assignment as a primary or secondary reviewer with or without voting privileges; or (2) no assignment as a primary or secondary reviewer, but with voting privileges.  

C) The SRC Chair will review the conflict and determine whether or not the exception will be granted.

D) The full SRC will be notified that an exception has been granted and may request further details.  The full SRC has the authority to overturn approval of an exception.

4.8 The SRC meeting minutes will record the name of any SRC member with a conflict of interest who is required by policy to not participate in the discussion and is not permitted to vote. 
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