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AURORA RESEARCH INTEGRITY COMMITTEE (RIC)

MISSION STATEMENT

Purpose:
Aurora’s Research Integrity Committee (“RIC”) is responsible for review, oversight, and management or elimination of Significant Financial Interests and Significant Non-Financial Interests held by: (1) Aurora Health Care; (2) clinical investigators conducting human subjects research at Aurora Health Care; (3) administrators and employees whose job function relates to the oversight or protection of human subjects, and (4) the spouses, dependent children, or members of the household of individuals listed in (2) and (3) above, (5) members of the IRB, and (6) consultants engaged by the IRB.

Authority:
Aurora IRB policy GA 104 sets forth definitions used in this Mission Statement and empowers the RIC to review, manage or require elimination of specific conflicts of interest to ensure adequate protection to human subjects enrolled in research studies or projects conducted at Aurora Health Care, and promote research data integrity.

Functions:
The RIC shall:

(1) Consider all Significant Financial Interests and Significant Non-Financial Interests reported by Covered Parties, and determine whether divestment, elimination or management of the reported interest at issue is necessary for adequate protection of human subjects and/or preservation of the integrity of research data.

(2) Consider business arrangements between Aurora Health Care, Inc. (“Aurora”) or any of its affiliated entities and sponsors of human subjects research; or entities or other organizations that manufacture study products used at Aurora Health Care to construct guidelines for contracting with such entities to eliminate, reduce or minimize conflicts of interests.  

(3) Consider all Significant Financial Interests and Significant Non-Financial Interests reported by an individual chosen to act as an independent consultant for the IRB, and determine whether the reported interest will impede the review of the study. The RIC will make a determination as to whether that individual should act as an independent consultant to the IRB on that particular study.

(4) Review any Significant Financial Interest or Significant Non-Financial Interests (defined in Aurora SOP GA 104) held by Aurora or any of its affiliates in an entity or organization that is a sponsor of a humans subjects research study conducted at Aurora or its affiliates, or that produces products or services used in human subjects research studies conducted at Aurora or its affiliates, and make recommendations to the IRB on how to minimize or eliminate the conflict of interest.  

(5) The RIC shall consider what measures need to be taken for adequate separation of the Aurora Research Subject Protection Program and the Clinical Research Department, and what restrictions on information sharing between the two (2) departments is appropriate.

(6) The RIC shall review results of any audit performed by the IRB with respect to IRB member recusal and shall make recommendations to the Aurora IRB Steering Committee on policies related to conflicts of interest of IRB members.  In addition, the RIC may recommend any other action depending on the results of the audit, including without limitation, removing or replacing members who fail to comply with SOP 104.  

(7) The RIC shall provide written determination reports to the Aurora IRB regarding conflicts of interest and management thereof. The Aurora IRB will inform the Covered Party of the determination.

Structure:
The RIC’s membership requirements and policy on use of consultants is set forth in Aurora IRB Policy 104.  The RIC shall appoint a Chair to serve for a period of 3 years, with unlimited renewals.  Each RIC member must be vigilant to avoid voting on a matter in which he or she has an actual or perceived conflict of interest.  In such instances, the RIC Chair shall resolve any dispute as to whether a RIC member has a conflict of interest, and shall have the authority to appoint a temporary voting RIC member to serve on behalf of the conflicted member for any issue in which an actual conflict of interest exists. In the event that the Chair has an actual or perceived conflict of interest, one of Aurora’s Senior Clinical Vice Presidents shall resolve such dispute.

Meetings:
Meetings shall be held at least annually and on an ad-hoc basis as reportable conflicts of interest arise.

001.1582576

 INFO Title \* MERGEFORMAT .2 INFO Subject \* MERGEFORMAT 
Accepted 7/21/04

1
Page 2 of 2
Accepted 7/21/04

Revised 07/25/07


