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Project Review Form

Addendum A – Infectious Material and Agents
Addendum A must be completed for all projects involving infectious and potentially infectious material and agents.
Part 1 – Infectious material and agents: Answer the questions below for all infectious agents or material likely to contain infectious agents.
	A. Human or non-human primate material: List human or non-human primate material that will be used.  Indicate their source (e.g., commercially acquired, blood donation, organ donation) and whether the materials are fixed or unfixed.

	Materials
	Source
	Fixed or Unfixed

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	1.  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No Human materials listed above will be administered to animals. 
If yes, list precautions that will be taken to minimize occupational exposure from handling animals excreta, carcasses.

	     

	B. Infectious agents: (This section is for infectious agents not on the CDC/APHIS Select Agent list.  For agents on the CDC/APHIS Select Agent list, skip Section B and complete Section C.) 

	List infectious agents that will be used in this project. Indicate specific strain or isolate, Risk Group, host range, route of transmission, and source (e.g., commercially acquired, from colleague, isolated from sample).  To determine risk group, refer to the Risk Group Classifications provided on the OLS website.  In the event that several Risk Group classifications are listed, the highest Risk Group classification should be used.  

	Infectious

Agent
	Strain or Isolate
	Risk Group
	Host Range
	Route of Transmission
	Source

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	1.  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No Infectious agents listed above are on the Commerce Control List.

	2.  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No At any one time, infectious agents listed above will be cultured in quantities greater than 5 liters. If yes, please discuss quantities of culture to be used in item C of part 1.  

	3.  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No Infectious agents listed above have been attenuated.  If yes, list agent, method of attenuation, and how the attenuation affects virulence.

	Agent
	Method of Attenuation, and Validation
	Affect to risk (raise, lower, no change)

	     
	     
	     

	     
	     
	     

	     
	     
	     

	4.  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No Infectious agents listed above will be genetically modified.  If yes, complete Addendum C.

	5.  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No Infectious agents listed above will be administered to animals.
 If yes, list precautions that will be taken to minimize occupational exposure from handling animals, excreta, carcasses, bedding, or any other potentially contaminated surfaces. 


Part 2 – Laboratory personnel:
	A.  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No Vaccines for hepatitis B and/or infectious agents listed in Part 1 of this Addendum are offered to personnel.  If yes, list personnel, position (e.g., staff, student, volunteer), and vaccine status.  

	Name
	Position or Title
	A vaccination record or declination form has been sent to the Occupational Health Office for the following vaccines:

	
	
	Hep B
	Vaccine:      
	Vaccine:      

	     
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	     
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	B. List relevant background and experience of the PI/CC and laboratory personnel for the agents and materials to be used and the work to be performed.  If you are submitting multiple addenda please provide this information once. 

	Name
	Background and Experience

	     
	     

	     
	     

	     
	     

	     
	     

	
	


Part 3 – Facilities and safety practices:
	C. List locations where infectious materials will be used or stored.  For Select Agents, indicate how inventory records will be maintained.

	     

	If usage location is different from storage location, describe the method by which infectious materials will be transported (e.g., proper labeling and secondary containers).

	     

	D. List precautions that will be taken to minimize occupational exposure to infectious material.  Include personal protection equipment, use of biosafety cabinets, safe sharps, available disinfectants, and spill supplies. 

	     

	E. Describe procedures for decontaminating and disposing of infectious waste.

	     

	F. List precautions that will be taken to ensure that unauthorized personnel do not gain access to infectious material.

	     

	G. List training, in addition to that offered by OLS, that will be provided to laboratory personnel by the PI/CC. 
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