SIUE Biohazardous Material Use Risk Assessment
	Title of Project/Lab/Experiment/Procedure:



	Project Description (describe in layman’s terms):

	Detailed Description of Biohazardous Material: 



	Locations Where Material Will be Used: 



	Project Director: 
	Date:


Descriptors to assist in delineating Risk Groups for each factor, follow this table, but are NOT definitive. Professional knowledge and judgement of ANY factor, including ones not listed here, must be considered. Be familiar with general processes addressing assessment of risk group and containment levels formally described at http://www4.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm#_Toc7261554 and at

http://www.cdc.gov/od/ohs/biosfty/bmbl5/sections/SectionII-BiologicalRiskAssessment.pdf
	Risk Factor
	Risk Group
	Notes

	Pathogenicity
	
	

	Infectious Dose
	
	

	Route of Transmission
	
	

	Geographic
	
	

	Agent stability
	
	

	Host range
	
	

	Economic impact
	
	

	Availability of prophylactic/treatment
	
	

	Vectors
	
	

	Concentration/volume
	
	

	Recombinant properties
	
	

	Availability of data
	
	

	Other Factor:
	
	

	Project Director’s Assessed 

Overall Risk Group
	
	

	Project Director’s Assessed Containment Level
	
	

	Does your study involve the use of any of the possible Dual Use agents and/or toxins? (Place link to list of agents & toxins here)
	YES       NO
	If Yes, submit a full application to the IBC.  




To access the most current select agent list provided by the CDC, go to:  CDC and APHIS. More information found at: http://www.selectagents.gov/SelectAgentsandToxinsList.html and http://www.aphis.usda.gov/programs/ag_selectagent/ag_bioterr_toxinlist.shtml.  
· Submit full application for Biohazardous Material Use review and approval before proceeding.

· No application needed, activity may proceed.


Chair of IBC:__________________________________________________Date:___________
Guidance to be used to complete a biohazardous material risk assessment
These categories and descriptors are intended to be used to assist in organizing a Project Directors thoughts and professional judgement, not to be used in lieu of them. 
Final Risk Group and Containment Assignments are proposed by the Project Director but requires Final Approval by the Chair of SIUE’s Institutional Biosafety Committee.

Pathogenicity


RG1
Unlikely to cause disease, low individual and community risk.


RG2
Mild or moderate disease with moderate individual risk and low community risk; any pathogen 
that can 
cause disease but 
under normal circumstances, is unlikely to be a serious hazard to a healthy 
worker, the community, livestock, or the environment.


RG3
Serious livestock, poultry or wildlife disease with high individual risk and low community risk; 
any pathogen that usually causes serious disease or can result in serious economic consequences or does 
not ordinarily spread by causal contact from one individual to another.


RG4
Severe livestock, poultry or wildlife disease with high individual risk and high community risk; 
any pathogen that usually produces very serious and often fatal disease, often untreatable and may be 
readily transmitted from one individual to another or from animal to human or vice-versa, directly or 
indirectly, or by casual contact.

Infectious dose


RG1
Not applicable 
(rare cause of human disease)


RG2
High

(>1,000 organisms)


RG3
Medium

 (10-1,000 organisms)


RG4
Low

 (1-10 organisms)
Route of transmission

RG1
Not applicable (rare cause of human disease)


RG2
Primary exposure hazards are through ingestion, inoculation, and mucous membrane route


RG3
May be transmitted through airborne route; direct contact or via vectors


RG4
Readily by aerosol transmission

Geographic

RG1
Not applicable (rare cause of human disease)


RG2
Geographical risk of spread if released from the laboratory is limited.


RG3
Geographical risk of spread if released from the laboratory is moderate


RG4
Geographical risk of spread if released from the laboratory is high.

Agent stability


RG1
Not applicable


RG2
Short term survival (days), can survive under ideal conditions


RG3
Moderately resistant (days to months)


RG4
Highly resistant (months to years), e.g. spores.

Host range


RG1
Not applicable


RG2
Infects a limited number of species


RG3
Infects multiple species


RG4
Infects many species
Economic aspects


RG1
Not applicable


RG2
Limited economic impact


RG3
Severe economic impact


RG4
Extreme economic impact

Availability of prophylactic and therapeutic treatments


RG1
Not applicable


RG2
Effective treatment and preventative measures are available


RG3
Prophylactic and/or treatments may or may not be readily available


RG4
Prophylactic and/or treatments are not available
Vectors


RG1
Not applicable


RG2
Do not depend on vectors or intermediate hosts for transmission


RG-3 
May depend on vectors or intermediate host for transmission


RG4
May depend on vectors or intermediate host for transmission.

Concentration/volume


RG1
Not applicable


RG2
Low quantity of high titer


RG3
High quantity (10 liters or more) of high titer as described by the BMBL 


RG4
Not applicable

Recombinant properties


RG1
Recombinant is a RG1 organism and modifications have not changed the risk; low probability of 


RG2 replication-incompetent virus becoming competent


RG2
Recombinant is a RG2 organism and modifications have not changed the risk, DNA from RG2 or 


RG3 organism is transferred into RG1 organism but not the whole genome, DNA from RG4 


organism is transferred into RG1 organism, or the recombinant is a RG3 or RG4 organism and the 


modification has resulted in proven attenuation; moderate probability of RG2 replication-



incompetent virus becoming competent


RG3
Recombinant is a RG3 organism and modifications have not change the risk, the recombinant is 


based on  a RG2 organism; however, the modifications have increased to RG3 organism.


RG4
Recombinant is a RG4 organism and modifications have not changed the risk, DNA from RG4 


organism is transferred into RG1organism in absence of demonstration of lack of virulence or 


pathogenicity.
Availability of data

RG1
Well documented as benign under all conditions

RG2
Well documented under many conditions

RG3
Information and trends identified, but not proven conclusively

RG4
Very sparse information available

Other factor(s) – to be filled in by Project Director

RG1
Consult NIH, CDC, WHO risk assessment guidelines and apply professional judgement

RG2
Consult NIH, CDC, WHO risk assessment guidelines and apply professional judgement

RG3
Consult NIH, CDC, WHO risk assessment guidelines and apply professional judgement

RG4
Consult NIH, CDC, WHO risk assessment guidelines and apply professional judgement
Note that internet links to non-SIUE websites were current at the time of publishing of this document. However, it is the end users responsibility to ensure that they find and review the most current information available.
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