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HUMAN SUBJECTS PROTECTION AND 

INSTITUTIONAL REVIEW BOARD (IRB)

I.
PURPOSE:

To establish a system for the protection of human subjects of research, including an Institutional Review Board (IRB) for review of research involving human subjects.

II.
SCOPE:

All research that involves a human subject and that originates in or is the responsibility of the Department, or that involves Department staff in any aspect of the research, or that is funded by the Department.

III.
POLICY:

The Department has adopted the ethical principles regarding all research involving human subjects as set forth in the report of the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research entitled Ethical Principles and Guidelines for the Protection of Human Subjects of Research (the "Belmont Report").

All human subject research conducted or funded by the Department shall comply with all subparts of HHS regulations at Title 45 Code of Federal Regulations Part 46 (45 CFR 46).

The Department will maintain, and adhere to the terms of, a Federalwide Assurance of Protection for Human Subjects, administered by the Federal Office of Human Research Protections (OHRP).  

The Department Institutional Review Board (hereafter referred to as the IRB) is established as required by 45 CFR 46, and assures compliance with the requirements set forth in these regulations.

The IRB reviews and/or oversees the review of all research that involves a human subject and that originates in or is the responsibility of the Department, involves Department staff in any aspect of the research, or is funded by the Department.

No research that involves a human subject shall be conducted unless it has been approved or exempted by the IRB, or by the IRB of a collaborating institution to which the Department IRB has formally delegated review responsibility.  No changes may be made in a research protocol that has been approved by the IRB without the review and approval of the IRB.

All research projects must have written approval from the appropriate division/center director and the Department Director or his/her designee, before submission to the IRB for review or exemption.

Specific procedures relating to the IRB review process shall be documented in attachment 30.8A.  The Institutional Review Board Guidelines and related information is available on the Department web site and will be updated as needed.

Any unanticipated problems involving risks to subjects or others in any research project shall be reported immediately to the IRB Chair, who shall report it to the Department Director.

The Department will promptly report to OHRP and the federal funding agency any unanticipated problems involving risk to subjects or others; serious or continuing noncompliance with federal or Department IRB requirements; and suspension or termination of IRB approval for federally funded research.

IV.
COMPOSITION OF IRB:
The IRB shall be composed of not fewer than nine (9) members who are appointed by the Department Director and who represent a variety of professions and interest areas.  The IRB shall be demographically diverse and shall include scientists, non-scientists, and at least one member who is not otherwise affiliated with the Department.  The Chair will be appointed by the Department Director from the IRB membership.

One or more additional temporary members may be recruited by the Chair and appointed by the Department Director when necessary to meet the special requirements of 45 CFR 46, Subpart C.

The term of service is two years; with membership staggered so half of the terms expire on February 1 of each year.  Members may be re-appointed.  Nominations will be solicited prior to January 1 of each year from the Division/Center directors whose representatives’ terms are due to expire.

V.
PENALTIES:
Failure to comply with the requirements of this policy shall result in disciplinary action up to and including dismissal, depending upon the severity of the offense.
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