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Aurora Health Care, Inc. (AHC) and its Department of Clinical Research seeks to support the conduct of clinical research leading to improvements in the science of medicine, including the health and well being of patients. The Department of Clinical Research supports one element of this effort through its Business & Contracts Office. 

Scope of the Policy:

The Business & Contracts Office of the Department of Clinical Research has established and will negotiate a contractual obligation for the payment of an IRB fee with each protocol submitted to the Aurora IRB.  This IRB fee is applicable to all industry-funded human subjects research projects, and is assessed regardless of IRB decision or approval.

Excluded from this contractual IRB fees are projects funded by federal or state agencies, non-profit foundations, AHC departments/divisions/centers, and cooperative groups of which AHC entities are contracted members.

Exemptions to the contractual IRB Review Fee for industry-sponsored studies may be considered on a case-by-case basis.  Exemption requests must be submitted, in writing, to the Business Office of the Department of Clinical Research.  Determination of review fee exemption is at the discretion of IRB Chair and/or Vice President Care Management & Clinical Research if IRB Chair is unavailable. 

Contractual IRB Fees:

IRB Fees are non-refundable, and will be assessed according to the IRB Review Fee Schedule in place at time of initial submission.  The amount of both the initial and continuing review fees will be reviewed annually and are subject to change.  Fees applicable for initial policy effective date are:

· Initial, Full Board Review:


$ 2,500

· Continuing (Renewal), Full Board*

$ 1,000/year

*On schedule dictated by period of IRB guidelines &/or regulations.

Process:

1. The Business & Contracts Office of the Department of Clinical Research is responsible to assure that an IRB fee is included as a contractual element of the research contract.

2.  The Accounting Department will invoice the sponsor upon study submission to the Aurora IRB.  (The IRB fee is billed and expected even if subjects are never enrolled, the study terminates before milestones are met, expenditures exceed revenue, or a contract is never finalized.)

3. The IRB fee invoice is therefore due and payable upon receipt.
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