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Genetic Modification Safety Committee
	“Fast Track” Proposal and Risk Assessment for Class 1 work with 

Genetically Modified Micro-organisms (including cell cultures) other than Viruses 


A. Please complete boxes with a double border on screen.  If you are unsure how to answer any question use the HELP box. (if comments are not visible choose “Markup” on View menu). or refer to gm@lists.bath.ac.uk
	1. Title of Project: 
	>>

	

	2. Overview of project HELP
;

	>> 


	3. Does the work involve a recipient micro-organism that is inherently safe (ACDP HG1)?              HELP
  Delete one;
	Yes / No
	
	4. What is its name?
	>>


	5. Does the inserted gene (or  expressed product) pose any risk to humans or  environment?  HELP
   Delete one;
	Yes / No
	
	6. What does it do?
	>>


	7. Has the vector a safe history of use?

Delete one;
	Yes / No
	
	8. What is the name of the vector?
	>>


	9. Is the vector non-mobilisable?

HELP
    delete one;
	Yes / No
	
	10. How?  
	>>


	11. Can you be sure that, in the event of a total breach of containment, the GMM would be no risk (or negligible risk) to humans or the environment?                                                            Delete one;
	Yes / No


B. If you answer "No" to any of questions 3, 7, 9 or 11 or “Yes” to Q5 then you should not submit this form but complete the more detailed assessment proforma form GMM not viruses.doc.

	Person(s) responsible (Project supervisor(s)):
	>>

	

	Department:
	>>

	

	Location of work (Building & Room No.)
	>>

	

	Date of Application
	>>


C. Submit your draft (for technical comments) as an e-mail attachment to gm@lists.bath.ac.uk
D. After adopting any changes requested by the GMSC, please print the form out (colour printer not needed or recommended), sign it below and send the paper copy to the GMSC secretary.

	After final completion of assessment;
	Signature of Project supervisor
	
	Date


	

	GMSC to complete

Project approved
	Signature of GMSC Chair 
	
	Date

	

	Assigned containment level;
	
	activity class;
	
	Project number;
	


�PAGE \# "'Page: '#'�'"  ��   Make the description as wide as you feel is necessary to include foreseeable developing aspects of the project.   This should avoid having to return to the GMSC seeking modification of the project outside the original description.


Include the gene source species and a description of the proteins to be expressed.  Determining the potential hazards associated with any gene or expressed gene product is the responsibility of the project supervisor.  Obviously, the level of risk from the project may be substantially affected by what these genes express.  Though every effort has been made to make these notes accurate, this is not guaranteed and the responsibility for ensuring the accuracy of risk assessments remains with project supervisors.





�PAGE \# "'Page: '#'�'"  ��   Include the strain name.  K-12 derivatives of E. coli, which include commonly used strains such as C600, DH1, DH5, HB101, INV1, JM109, TB1, TG1, XL-1Blue and the commercial derivatives of them (but NOT BL-21), are non-colonising and disabled.  They are equivalent to hazard group 1, as they are not pathogenic to humans or animals.  They often have auxotrophic requirements (this may vary from strain to strain) which are unlikely to be satisfied outside laboratory cultures.  They have very limited survivability in the environment.  There is relatively little data on the level of disablement of BL-21, and it may need to be considered as hazard group 2, though the rec- derivatives can be assigned to hazard group 1.   However, specific Guidance on BL-21 is available from the ACGM at � HYPERLINK "http://www.hse.gov.uk/biosafety/gmo/acgm/acgm30/bl21.pdf" �http://www.hse.gov.uk/biosafety/gmo/acgm/acgm30/bl21.pdf�





�PAGE \# "'Page: '#'�'"  ��   ANY insertion of ANY part of the genome from ANY pathogen listed in Schedule 5 of the Anti-terrorism, Crime and Security Act 2001 (available at � HYPERLINK "http://www.hmso.gov.uk/acts/acts2001/10024-ac.htm" \l "sch5" �http://www.hmso.gov.uk/acts/acts2001/10024-ac.htm#sch5�) must be notified to the Home Office.   Please contact � HYPERLINK "mailto:gm@lists.bath.ac.uk" ��gm@lists.bath.ac.uk� for more information.





A higher class of containment MAY be required when 


the expression of DNA sequences derived from pathogenic organisms may increase the virulence of the GMO


inserted DNA sequences are not well characterised, e.g. during preparation of genomic DNA libraries from pathogenic microorganisms


gene products have potential pharmacological activity


gene products code for toxins.





�PAGE \# "'Page: '#'�'"  ��   Note that not all plasmid-based vectors can be considered using this form and if people are constructing their own vectors (for whatever organism) the GMSC would probably need to see more details (provided on the full form - � HYPERLINK "form GMM not viruses.doc" ��form GMM not viruses.doc�.





The pUC series of plasmids (and those like them, which includes many commercial vectors; such as pAT153, pBR, pBluescript, pBS, pGEM, pCAT, pEX, pSP, pT7, pMAM, pMSG, pXT, pEMBL) are non-mobilisable.   The selectable marker gene (AmpR) codes for resistance to an antibiotic not in clinical use.   (This may not be true for other antibiotic resistance genes such as TetR).   
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