






























Oversight and Regulatory Authorities for NIH-Funded Awards Involving Research with Infectious Agents or Select Agents





Oversight and Advisory Groups


Oversight Groups:


Office of Biotechnology Activities (OBA/OSP)


Oversees compliance with NIH Guidelines for Research Involving Recombinant DNA Molecules


Receives reports of significant research-related problems and accidents


Registers Institutional Biosafety Committees (IBC)


Department of Homeland Security (DHS)





Advisory Groups:


National Science Advisory Board for Biosecurity � HYPERLINK "http://www.biosecurityboard.gov/charter.htm" ��http://www.biosecurityboard.gov/charter.htm�


 (OBA/OSP)


Charged with development of:


Criteria for identifying dual-use research/research results


Guidelines for oversight and risk/benefit analysis of dual-use research and research results


Recommendations on development of mandatory education on biosecurity issues for researchers at NIH-funded institutions


Strategies and advice for addressing national security concerns, and international oversight, including publication, communication, and dissemination of dual-use methodologies and results


Criteria and processes for referral of classes of research or specific experiments to IBCs


Guidance on novel dual-use research


Responses to requests from institutions regarding interpretation of NSABB Guidelines


Recombinant DNA Advisory Committee (OBA/OSP)


Makes recommendations on NIH policies related to oversight of recombinant DNA research


NIAID Interagency Select Agent Review Group


Provides recommendations to NIAID on release of funds for SA research in foreign laboratories








Regulatory Authorities


Department of Health and Human Services, Office of the Inspector General


42 CFR Part 1003


Centers for Disease Control and Prevention (CDC) 


� HYPERLINK "http://www.cdc.gov/od/sap/" ��http://www.cdc.gov/od/sap/� 


http://www.cdc.gov/od/sap/docs/42cfr73.pdf


Regulates the possession, use, and transfer of select agents and toxins


Animal and Plant Health Inspection Service (APHIS)


http://www.aphis.usda.gov/programs/ag_selectagent/index.html


7CFR Part 331 and 9 CFR Part 121


Food and Drug Administration (FDA)


Occupational Safety and Health Administration (OSHA)


Department of Commerce


Regulates exportation of organisms and toxins


Department of Transportation


Regulates transportation of select agents and toxins as hazardous materials


Department of Homeland Security (DHS)


Under Secretary for Science and Technology:  responsible for performing the functions set forth in Section 302 of the DHS Act of 2002, including collaborating with the Secretary of Health and Human Services and the Attorney General in determining any new biological agents and toxins that shall be listed as 'select agents' in Appendix A of part 72 of title 42, Code of Federal Regulations, pursuant to Section 351A of the Public Health Service Act (42 U.S.C. 262a).
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