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APPLICATION TO WORK WITH GM VIRUSES AND/OR VIRAL VECTORS
Complete this form and attach it to your main GM Administration Form
	Application Received:
	(Local BSA use)
	Project 

No:
	(Local BSA use)


Note: You will need to consult Part 2, 3 and 4 of the “Compendium of Guidance” from the Health and Safety Commission’s Scientific Advisory Committee on Genetic Modification.  
All statements in this Risk Assessment should be justified and referenced to the relevant paragraphs in the “Compendium of Guidance” or, if adequate information is not available there, by appropriate reference to the original literature. In the latter case, the proposer should attach copies of relevant documents
Nb. If working with pathogens, identify any that are listed on ATCSA schedule 5 or SAPO schedule 1 and bring this to the attention of your local BSA/ the University Biological safety Officer
.  

Sources of guidance to help you complete this form are also available on the Safety Services GMOs webpage.
1. Outline of work: 
	1.1 Brief Summary of Project: Please write ¼ - ½ page, defining all abbreviations

	

	1.2 Summary of experimental procedures:

	


2. Risk Assessment for Human Health and Safety
	2.1  Describe the basis of disablement of the viral vector and the molecular basis for minimising the generation of replication competent virus; or the nature of any attenuation of replication competent virus:

	

	2.2 Does the viral vector have the potential to deliver its genetic material into humans? Please explain your answer:

	

	2.3  Describe the origin and detail of the gene of interest, its known biological activity and any risk to human health:

	

	2.4 Describe any risk to human health of the final genetically modified viral vector taking into account the properties of both the vector and expressed gene of interest:

	

	2.5 Explain whether the modified virus may have altered interactions with host defence mechanisms:   

	

	2.6 Is vaccination available?

	

	2.7 Will viral susceptibility to anti-viral drugs (if available) be affected by the genetic modification? If so, how?

	

	2.9  Describe the potential routes of transmission of the virus based on the activity undertaken in the lab (e.g. use of sharps, needles, activities involving agitation etc) and how these will be controlled:

	

	2.10 Based on the responses given above, what level of containment is required for human safety? 

	Containment level
  FORMCHECKBOX 
1

 FORMCHECKBOX 
2 

 FORMCHECKBOX 
3 




3.  Risk Assessment for Environmental Protection
	3.1 Can the recombinant virus naturally infect any species other than humans?  If No, do not complete the rest of this section:

	Yes/No

	3.2 Which species can the virus infect and what are the consequences of infection?

	

	3.3 Explain whether the modified virus may have altered interactions with host defence mechanisms:

	

	3.4 Will viral susceptibility to control agents be affected by genetic modification? If so, how?

	

	3.5 Will the insert cause changes in the host range of the virus? If “yes”, explain:

	

	3.6 Describe the routes by which environmental release could  occur and the control measures in place:

	

	3.7 Does the modified virus have enhanced environmental survival factors; e.g. enhanced tolerance to UV, temperature, desiccation etc.? If “yes”, explain:

	

	3.8 Based on the responses given above, what level of containment is required for environmental protection?   

	Containment level
  FORMCHECKBOX 
1

 FORMCHECKBOX 
2 

 FORMCHECKBOX 
3 

 


4. Summary of key control measures

	4.1 Equipment and protective clothing required

	

	4.2 Storage and transport 

	

	4.3 Disinfection and waste disposal procedures

	


	Final Classification:

	Class
 

 FORMCHECKBOX 
1

 FORMCHECKBOX 
2 

 FORMCHECKBOX 
3 




The original risk assessment is retained by the PI and a copy sent to the Local BSA for the GMSC and University Biological safety Officer (UBSO).  

If appropriate, the completed CU2 notification form is sent to the UBSO for forwarding to HSE.  The UBSO will forward any correspondence from HSE to the PI for actioning.

	Amendment/Supplementary  sheet
(e.g. Changes that do not fundamentally affect the nature of the hazards associated with the activity)
 Amendments must be signed by the PI and Local BSA

	
	Dated signature
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