Adverse Event Reporting Instructions
The NIH Guidelines specifically require the reporting of significant problems, violations of the NIH Guidelines, or any significant research-related accident or illness by the Institution (Section IV-B-1-j),  the Institutional Biosafety Committee (Section IV-B-2-b-[7]), or the Principal Investigator (Section IV-B-7-e-[2]).  Safety reporting requirements for human gene transfer experiments are found in Appendix M-1-C-4.

Definitions

An adverse event involving a biohazard is:

Any event (i.e. laboratory accident) that involves contamination of personnel and/or the environment with a biohazard that has the potential to cause illness or one that may cause significant concern to the general public.

An adverse event involving gene transfer is:

Any event involving risk to the subject or others, that is both unexpected and associated with the use of the gene transfer product (1) i.e. there is reasonable possibility that the event may have been caused by the use of the product; or (2) any finding from tests in laboratory animals that suggest a risk for human research participants including reports of mutagenicity, teratogenicity, or carcinogenicity.

Noncompliance is:

Failure of the primary investigator during the conduct of the research to: (1) supervise the safety performance of the laboratory staff to ensure that the required safety practices and techniques are employed; (2) investigate and report any significant problems pertaining to the operation and implementation of containment practices and procedures; and (3) correct work errors and conditions that may result in the release of biohazardous materials; and (4) ensure the integrity of the physical containment [e.g., biosafety cabinets] and the biological containment [e.g., purity and genotypic and phenotypic characteristics]; (5) any violation of the NIH Guidelines that results in personal injury.

All other types of biosafety adverse events, including near accidents and minor injuries, must be reported to the Principal Investigator (PI).
Timeline to Report

The PI must immediately contact UVM’s Environmental Safety Office at 656-4500 to report the event and receive any required instructions.   The PI must then complete and submit the Adverse Event Form to the IBC as soon as possible via fax 656-5041.  
The IBC will notify the Office of Animal Care Management and the Institutional Animal Care and Use Committee and/or the Institutional Review Board (when applicable).  

The PI should also submit the report to NIH/OBA within 30 days of the event (when the event is deemed significant):

The Office of Biotechnology Activities,

National Institutes of Health,

6705 Rockledge Drive,
Suite 750, MSC 7985,

Bethesda, MD 20892-7985 (20817 for non-USPS mail),

301-496-9838, 301-496-9839 (fax);
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