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SUPPLEMENTARY RISK ASSESMENT FORM FOR GM WORK INVOLVING LENTIVIRAL AND/OR OTHER RETROVIRAL VECTORS

Prior to completing this form you should read the updated guidance for assessing risks associated with these types of vectors in Part 2.11 of the revised SACGM Compendium of Guidance 2007 available at http://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/part2.pdf  (pp 116-127). Refer to the specific paragraphs in the guidance for additional information and direction on the matters to be considered. Delete or strikethrough any incorrect answers. 
Append this form to the main risk assessment form.
Shaded answers are ones that raise safety concerns, try to design your experiments to avoid these. 

	Title of risk assessment: (exactly as appears on main form)


	Lentiviral vectors involved             YES/NO

Vector(s) derived from 

   HIV / SIV / FIV / EIAV / other  ……….

Indicate type used (Para 9)
1st generation / 2nd generation / 3rd  generation

Has the rev gene been deleted from the transfer vector with expression of this from a third packaging construct                YES/NO                                                                           
	Other retroviral vectors involved  YES/NO   

Vector(s) derived from 

    ALV / MoMuLV / FeLV / other  ………..

Indicate type used (Para 7)
1st generation / 2nd generation / 3rd generation

And type of tropism (Para 17)
    ecotropic / amphotropic / xenotropic

	Are the viral vectors replication-defective
	YES
	NO

	(SIN) system (Para 27) - Does the vector incorporate a self-inactivating system
	YES
	NO

	Hybrid vector (Para 10) - Is another virus vector system or ‘helper virus’ used to deliver the retrovirus vector or packaging constructs to cells
	YES
	NO

	Gene insert (Para 13) - Are potentially harmful transgenes involved or are the biological properties of the gene product likely to cause harm
	YES
	NO

	Expression characteristics (Para 14) - Will there be high level expression of the inserted gene in a broad range of cell types
	YES
	NO

	Provirus insertion (Para’s 6, 15 and 27) - Other than basic retrovirus biology, are there any characteristics of the work that make insertional mutagenesis or provirus transactivation particular concerns
	YES
	NO

	Non coding sequences (Para 16) - Have any non-coding sequences been introduced that may pose an additional hazard
	YES
	NO

	Tropism (Para’s 17-19) - Is the vector able to infect human cells

Has the tissue tropism or host range been altered or extended by 

Pseudotyping (eg by substitution of env gene with VSV-G)

Modification of native env gene
	YES

YES

YES
	NO

NO

NO

	Immunogenicity (Para 20-21) - Have any changes been introduced into the vector that are likely to affect immunogenicity and pose an additional hazard
	YES
	NO

	Sequence manipulation (Para 26) - Has the likelihood of RCV generation been significantly reduced
	YES
	NO

	Oncogene capture (Para 28) - Are efficient termination and polyadenylation sequences present in the vector
	YES
	NO

	Packaging cells (Para 29) - Are stable packaging cell lines used 

Are cell lines screened for endogenous provirus
	YES

YES
	NO

NO

	Monitoring (Para 32) - Is a hazardous RCV likely to be generated

If yes vector stocks must be tested for RCV                                            
	YES


	NO



	Classification - Is it appropriate to assign the work to Class 1, Containment level 1 (only yes if vector with inserted gene is unlikely to cause harm if gains access to body) 
	YES
	NO

	Name of Assessor:
	Date:
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