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I. General

Each research experiment, procedure, drug, radiopharmaceutical or device that involves human subjects must first be approved by the BNL Institutional Review Board (IRB).  A human subject is defined as a living individual about whom an investigator obtains either 1) data through intervention or interaction with the individual; or 2) identifiable, private information about an individual.  Research is defined as a systematic investigation designed to produce generalizable knowledge.  This may involve direct interactions or interventions (blood withdrawal, injection of compound, scanning, use of questionnaires, etc.), or indirect (analysis of specimens or data) interactions.  The IRB is appointed by the Director of the Laboratory to evaluate the risks, benefits and safeguards to the subject=s health, safety and right to privacy.  In its evaluation, the IRB shall be guided by the principles set forth in the Laboratory=s Multiple Project Assurance on file with U.S. Department of Health and Human Services (HHS), the AInstitutional Review Board Guidebook@ issued by the National Institutes of Health (NIH), and the Brookhaven National Laboratory AHuman Studies Policies and Procedures@.  Copies of these three documents are provided to each IRB member and are available from the Laboratory=s Office of Research Administration (ORA).  The IRB shall be comprised of one Chairman and nine (9) members with alternates designated for each of the nine members to assure that evaluations can be undertaken by persons who are independent of the study in question. Although efforts shall be made to assure full attendance, a quorum shall be five members, at least one of whom shall be a licensed physician.  The make up and responsibilities of the IRB shall be consistent with the regulations of the Federal Food and Drug Administration, the Department of Health and Human Services, and the Department of Energy (see: 21 CFR56-FDA, IRB Review and Approval; 45 CFR46-HHS, Protection of Human Subjects; 10 CFR Part 745, Federal Policy for the Protection of Human Subjects; and DOE Order 1300.3, Department of Energy Policy on the Protection of Human Subjects).  IRB approval must precede initiation of any work involving human subjects.  Each protocol will be reviewed on a no less than annual basis and approval is given only for the protocol submitted; any changes must be approved by the IRB prior to being implemented.  Investigators must report any unanticipated problems encountered in the conduct of an approved protocol promptly to the IRB.  The IRB shall have the authority to terminate or suspend ongoing research if it determines that such action is necessary to protect human subjects.  No human subject may participate in a study for which their Supervisor is the Responsible or Participating Physician, or the Principal Investigator.  

The BNL Radioactive Drug Research Committee (RDRC) is appointed by the Director, subject to the approval of the FDA.  This Committee is comprised of a Chairman and seven (7) members.  The make up, functions, duties and responsibilities of this Committee shall be as specified in 21 CFR Part 36i.

II. Review Procedures

All Proposals for Clinical Investigations, Investigational New Drug applications and/or the Use of Radioactive Drugs and Devices shall be submitted to the Office of Research Administration (ORA).  The ORA forwards the application to the appropriate Department Chair for review.  All proposals that have been approved by the appropriate Department Chair that require IRB approval are then forwarded by the ORA to the IRB for review.  The review and evaluation by the Department Chair will include at least the following:

a.
Appropriateness of the staff expertise and organizational resources for the proposed research activity.

b.
Availability of adequate facilities for the proposed research.

c.
Assurance that Department/Division guidelines for quality control and quality assurance are satisfied. 

d.
Scientific merit of the proposed research activity.

e.
Records of maintenance, testing and calibration of equipment.

f.
Maintenance of sufficient records to furnish objective evidence of actions affecting quality.

g.
Assurance that independent reviews are conducted to verify that activities are performed and records are maintained in compliance with applicable protocols and/or procedures.

