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APPLICATION TO WORK WITH GENETICALLY MODIFIED
HIGHER EUKARYOTIC CELLS
Complete this form and attach it to your main GM Application Form
	Application Received:
	(Local BSO use)
	Project 

No:
	(Local BSO use)


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 Host-Vector System:

	

	2.2 Describe the origin of the cell line, source of tissue and type of cell line.   For continuous cell lines, describe how authenticity has been determined.

	

	2.3 Comment, with justification,  on the likelihood of the presence of adventitious agents:

	

	2.4 Based on the table below,  describe the hazard level

	Low                     Medium                    High
Underline as appropriate
            [image: image1.emf] 

	2.5 Origin and detail of nucleic acid insert including the name of the gene product and its known biological activity:

	

	2.6 Will the gene product be expressed?

	               Yes             Probably             Possibly           No

Underline as appropriate

	2.7 How will gene expression be controlled?

	


	2.8 What harm could the expressed gene product in combination with the eukaryotic host cause to humans if exposure occurred?  

	

	2.9 Does the risk to humans warrant an increase in the containment level of the recombinant relative to the eukaryotic host?

	

	2.10 Is there any means by which the vector could become mobilised?  Please give reasons

	

	2.11 Indicate Scale of  work:

	Small scale (e.g. lab)
Large scale (e.g. pilot plant)
Underline as appropriate

	2.12 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 the Environment

	3.1 Describe with reasons the likelihood of survival in the environment in the event of accidental release:  

	

	3.2 If the recombinant can survive in the environment, what would be the consequences?     

	

	2.12 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 administration and application forms are retained by the PI and a copy sent to the BSO for the GMSC and University Biosafety Advisor.  

If appropriate, the completed CU2 notification form is sent to the University Biosafety Advisor for forwarding to HSE.  The University Biosafety Advisor will forward any correspondence from the HSE to the PI for actioning.
	Amendment/Supplementary  sheet

(Changes that do not fundamentally affect the nature of the hazard associated with the activity e.g. similar vectors). Amendments must be signed by the PI and BSO

	
	Dated signature
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