
Submission, Review and Monitoring of NIH-Funded Awards Involving Research with Infectious Agents or Select Agents





Submission of grant application/cooperative agreement/ contract proposal:


Must describe possession, use or transfer of select agents or toxins (SA) to include research objectives.





Institution Responsibilities:


Designate Responsible Officials (RO), Alternate ROs and individuals with access to SA who require security risk assessment conducted by the FBI and ensure the entity meets the requirements of 42 C.F.R. Part 72 & 73, 7 C.F.R. Part 331, and 9 C.F.R. Part 121 (SA Regulations).





Grant: Recommended for funding


Contract: Offeror in competitive range





NIH SRA:


Include SRG comments in Biohazard Comment section of Summary Statement for resolution by Program/Grants Management staff


Note additional comments in SRA’s Administrative Notes section of Summary Statement





NIH Program Staff:


Identify applications proposing use of SA


Alert Grants Management Staff to add term to the Notice of Grant Award (NGA)


Monitor design process for biocontainment facilities (construction awards only)


Assess National Environmental Policy Act (NEPA, 42 USC 4321-4347) Environmental Impact Statements (EIS) and public comments on EIS (construction awards only)


Monitor Progress Reports for scientific progress


If NIH holds IND, report to FDA, as required





NIH Grants Management Staff:


Ensure Biohazards comments are resolved prior to award


Place SA term on Notice of Grant Award (NGA): Domestic, *Domestic with foreign component, *Foreign.


*Notify Office of International Extramural Activities/DEA that SA term was added to NGA/contract award





Reviewer Responsibilities & Review Criteria:


Reviewer Responsibilities:


Apply the collective standards of the professions represented within the SRG in identifying potential hazards, such as inappropriate handling of SA, oncogenic viruses, chemical carcinogens, infectious agents, radioactive or explosive materials, or recombinant DNA.


Issues relating to biohazards are not scored, but they can affect a reviewer’s assessment under the review criteria.


Review Criteria:


Investigator:


If the PI appears to lack knowledge about appropriate methods for working with biohazardous agents


Environment:


If appropriate containment is not proposed


Approach:


If inappropriate plans are provided


If the proposed project is egregiously hazardous, NRFC should be considered.


Biohazard:


If applications pose serious hazards, these hazards should be identified and any concerns about the adequacy of safety procedures highlighted as a special note (BIOHAZARD) on the Summary Statement





Awardee Responsibilities (Just-in-Time):


Submit and obtain NIH review and approval of design documents for biocontainment facilities (15%, 35%, 70% and 100% development stages) (construction awards only)


Submit NEPA EIS for public comment and assessment by NIH (construction awards only)


Register with CDC or APHIS


Submit FBI form (FD-961)


Meet Federal, State, and local health and safety standards


Establish and implement necessary measures to minimize employees’ risk of injury or illness in activities related to NIH grants


RO Responsibilities:


That the entity has facilities meeting the requirements to work safely with SA


That only authorized personnel have access to SA


That the registered entity meets the requirements of SA regulations


Incident reporting (49 CFR 171.15)


If research with IA or SA involves recombinant DNA molecules:


Adhere to biosafety, containment, and review requirements NIH Guidelines


Register Institutional Biosafety Committee (IBC) with OBA


Provide annual reports to OBA


IBC and PI report significant research-related problems and accidents to OBA


If research is authorized under an IND:


Report to FDA as required


If research involves SA:


Comply with IC SA policies for domestic and/or foreign institutions





Investigation of research-related accidents or illnesses, and potential biosafety violations:


Depends on:


Type of agent


Whether incident involved recombinant DNA/organisms, and


Whether incident was accidental or potentially criminal


Reporting Requirements:


Institutional Safety Program


State or local Health Department (if incident involved infectious agents)


NIH funding IC


NIH OBA (if incident involved recombinant DNA/organisms)


CDC/DSAT (if HHS only or overlap select agent)


 APHIS (if USDA only or overlap select agents )


Investigation led by:


FBI (potential crime)


State or local Health Department (human illness), or


HHS OIG (potential violation of select agent rules)


*CDC/DSAT may participate with HHS OIG, FBI or the health department


*CDC/NCID may participate in investigation at request of FBI or health department
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