APPENDIX A:  LENTIVIRUS ASSESSMENT (LVRA)

A. PI Biosafety Consideration for Research with Lentiviral Vectors:
a. potential for generation of replication competent lentivirus
b. potential for oncogenesis
c. potential for a false positive HIV antibody test
d. The risks can be mitigated by the safety features of the vector system including:
· number of recombination events necessary to reassemble a replication competent virus genome. (Newer systems that separate vector and packaging functions into four or more plasmids provide greater safety margins.)
· number of essential genes deleted from the vector/packaging system. (Systems that have deleted Tat, which is essential for replication of wild-type HIV-1, provide greater safety margins.)
· titer and total amount of lentiviral particles produced
· nature of the transgene insert

B. If lentiviral vectors will be used in unfixed cells or tissues analyzed by flow cytometry or microscopy, please also complete describe procedures below.

C. Risk Assessment.  Please provide answers to the following questions:

	1
	What is the source (commercial or non-commercial) of the Lentiviral vector system or systems that you will use?  Specify the company or name of individual who provided the vector system.  If non-commercial, provide a published reference to this source
	     

	2
	List the plasmids involved in generating lentiviral particles and their source. If more than one vector system is used, list all
	     

	3
	Is your lentiviral vector replication deficient?
	     

	4
	Which essential viral genes have been deleted in your viral vector?
	     

	5
	What is the approximate volume of the viral vector you will produce or purchase?
	     

	6
	What is the nature of the insert? Is it known to be oncogenic or otherwise alter the cell cycle?
	     

	7
	Is your defective lentiviral vector pseudotyped with the VSV-G gene?  If yes, your vector will be pantropic and capable of transducing a wide array of cells.
	     

	8
	Is your defective lentiviral vector pseudotyped with the SARS-Cov2 spike protein gene?  If yes, your vector will be capable of transducing many human cells.
	     

	9
	Does the research involve in vivo experiments?
	|_| Yes, if yes, is the host:
|_| permissive for HIV-1, including transgenic or chimeric mice?
|_| No 

	10
	Will live lentivirus be introduced directly to the animal
	|_|Yes
|_| No

	11
	Will lentivirus-transduced cells be introduced to the animal
	|_|Yes
|_| No


Depending on the Risk Assessment, if BL2 "enhanced" containment is required, a guidance document will be provided. 
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