HUMAN OR ANIMAL SUBJECTS
DOE Policy:  All research conducted at DOE, supported with DOE funds, or performed by DOE employees, including classified and proprietary, must comply with Federal regulations and DOE orders to protect human subjects.  These requirements must be met before work is initiated.  The Office of Energy Research is responsible for making final decisions as to what constitutes DOE-related human subject research and how human research subject protection must be implemented.

Research using human subjects encompasses a broader range of research than many investigators, program managers, and government officials often realize.  In addition to traditional biomedical and clinical studies, human subjects research includes, but is not limited to, studies that use:

· identifiable or high risk data, including surveys, collected through direct intervention or interaction with individuals;

· private information readily identifiable with individuals, including genetic information and medical and exposure records, such as in worker surveillance studies;

· worker populations or subgroups;

· humans to test devices, products, or materials developed through research; to examine human-machine interfaces; or to evaluate environmental alterations; and

· bodily materials such as cells, blood, tissue, or urine that are identifiable with individuals

AL Policy:  Use of humans or animals in research that is either conducted at the Contractor’s facility or Contractor/government funded facility must be consistent with DOE policy.

AL Approval Requirements:  If human or animal research is necessary, the Contractor should demonstrate how the research conforms to appropriate DOE guidance:

· 45 CFR 46, Parts B, C, and D

· 10 CFR Part 745, Federal Policy for the Protection of Human Subjects; Notices and Rules

· Department of Energy Order 1300.3, Policy on the Protection of Human Subjects

· Department of Energy Order 481.1, Non-Department of Energy Funded Work (Work for Others)

Additionally, an Institutional Review Board concurrence letter should be forwarded to HQ/DOE ER-70 and the DOE-ALBUQUERQUE.

Contractor Documentation Required:  The Contractor's files should contain a history of the review process as well as the official concurrence letter and annual re-approvals from ER-70.

