
Institutional Biosafety Committee

Research Protections Office, Office of Sponsored Programs

245 South Park, Suite 900, Colchester, VT 05446

Adverse Event Form

	Use this form to report to the IBC any adverse event (e.g., accidental exposure, spills that may be environmentally dangerous, events requiring any type of medical attention) or any noncompliance with NIH guidelines.  Text boxes will expand as you type.   Report ASAP to the Environmental Safety Office at 656-4500 and fax the form to the IBC Office at 656-5041.

	

	1.  Protocol
	
	
	

	IBC File Number:
	
	Date Form Completed:
	

	
	
	
	

	Project Title:
	

	
	

	Principal Investigator
	
	Building/room #
	

	
	
	
	

	Department
	
	Telephone # & Fax
	

	
	

	Email Address
	
	
	

	
	
	

	Biosafety Level of Project
	
	BSL 1
	
	BSL2 
	
	BSL 2+
	

	
	

	2.  Event Description
	

	Type of Event
	

	
	Adverse Event Involving Biohazard
	Identify Material
	

	
	
	

	
	Event that involves contamination of personnel and/or the environment with an infectious agent, recombinant DNA, biological toxin or chemical.

	
	

	
	Adverse Event Involving Gene Transfer 
	Identify Material
	

	
	
	
	

	
	Any event involving risk to the subject or others, that is both unexpected and associated with the use of the gene transfer product or any finding from tests in laboratory animals that suggests a risk for human research participants including reports of mutagenicity, teratogenicity, or carcinogenicity.

	
	

	
	Non-compliance with NIH Guidelines

	
	
	
	

	8.5
	Failure of the PI to [1] supervise the safety performance of the laboratory staff, [2] investigate and report any significant problems pertaining to the operation and implementation of containment practices and procedures, [3] correct work errors and conditions that may result in the release of a biohazardous material, [4] ensure the integrity of the physical and biological containment, and [5] report any violation of the NIH Guidelines that results in personal injury.

	
	

	Date of Event:
	
	Location:
	

	
	
	
	

	Person Reporting Event:
	

	
	
	
	

	Name of Person(s) Involved:
	

	
	

	Describe the event:
	

	
	

	Describe medical attention
provided to the exposed/injured individual(s):
	

	
	

	Describe corrective actions

to avoid future events:
	

	
	
	
	

	3.  Assurance

	
	
	
	

	I certify that the above information accurately describes the event.  I agree to cooperate with any investigations of this event and provide information to the IBC, CDC, NIH, and other federal, state or local agencies having jurisdiction. 

	Signature of the Principal Investigator
	
	Date

	

	RPO Use:

	Reviewer  Comments, 

Date and Signature:
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