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MEMORANDUM
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March 27, 1998

TO:

R. Setlow, Associate Director for Life Sciences

M.C. Bogosian, Interim IRB Chair

FROM:
John H. Marburger, Director

SUBJECT:
Delegation of Authority to the Brookhaven Human Studies 

Review Committee
The Brookhaven Institutional Review Board (IRB) is responsible for safeguarding the welfare and rights of human research subjects in accordance with all applicable federal, state and local rules and regulations.  I have appointed 10 members and 9 alternates to the IRB, representing Brookhaven’s technical, medical and administrative staff and the external community.  Effective January 1, 1998, Margaret C. Bogosian will serve as Interim Chairperson of the IRB and Darcy Mallon as the IRB Administrator.

The IRB Policy, covered in Brookhaven Standard Practice Instruction No. 7-03 entitled “Research Involving Human Subjects”, and the regulations cited therein, define the Brookhaven review process, including the levels of institutional responsibility prior to IRB review.

It is Brookhaven’s policy that the rights and welfare of human subjects involved in research supported or sanctioned by the Department of Energy be protected in accordance with the regulations of the Federal Food and Drug Administration, the Department of Health and Human Services, and the Department of Energy, and in accordance with the special policies for protection of vulnerable groups such as pregnant women, drug abusers, and mentally impaired subjects.  Brookhaven’s policy includes the dual concept of minimized risk and maximized benefit to human subjects and an informed consent process that allows the subjects to freely choose to participate without any deceit, duress or coercion.

I hereby delegate to the IRB the authority to approve or disapprove new research protocols involving human subjects, or to suspend or terminate on-going protocols, which had received previous IRB approval, for the purpose of protecting the rights and welfare of human subjects.  No individual or committee at Brookhaven may approve a research project that has been disapproved by the IRB and no individual at Brookhaven may initiate any research involving human subjects until such research has been approved by the IRB.  No research protocols involving human subjects may be conducted at Brookhaven National Laboratory without involvement of a Laboratory employee as the Responsible Physician and/or Principal Investigator.

IRB review and approval is required for all research involving human subjects that:

*
Is sponsored by Brookhaven

*
Is conducted by or under the direction of any employee of Brookhaven in connection with the employee=s assigned responsibilities

*
Is conducted by or under the direction of any employee of Brookhaven using any property or facility of Brookhaven 

*
Involves the use of Brookhaven’s nonpublic information to identify or contact human research subjects or prospective subjects

