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You will need to know the Hazard Group of your organism, and the protective measures applied at the various containment levels. Guidance on these issues can be obtained from the Compendium of Guidance from the Health and Safety Commission’s Advisory Committee on Genetic Modification, the ACDP Categorisation of Biological Agents According to Hazard and Categories of Containment (copies available in the Departmental library or from the Departmental Biological Safety Officer, Dr. Laurence Tiley or at:

http://www.hse.gov.uk/biosafety/gmo/acgm/acgmcomp/index.htm)

Most questions have guidance at the bottom of your screen and an on-line help. 

Please read these as you proceed through the assessment. 
Proposer:
     

Date:
     
Project Title:
     
Staff involved:
     
Summary of procedures involved in the project:
     
If the project involves only micro-organisms such as bacteria, yeast or cell lines of higher organisms in tissue culture, used with their viruses or plasmids complete Section A.  If the project involves any whole organism studies on animals or plants (infection, gene therapy or transgenic) ALSO complete Section B.
Section A:

Risk assessment of activities involving Genetically Modified Micro-organisms (GMMOs)

Host System (recipient Organism/Cell)
Q1. Identity of host:      






Q2. Classification of host: 

 FORMDROPDOWN 

Q3. Is the host a pathogen of humans, other animals or plants? (If no go on to question 4.)
 FORMDROPDOWN 


Q3a. Is the host listed in ACDP hazard groups 2, 3 or 4? 
 FORMDROPDOWN 


Q3b. Is it a pathogen of plants or animals that is controlled by DEFRA?
 FORMDROPDOWN 


Q3c. Is it an attenuated strain that can be assigned to a lower hazard group?
 FORMDROPDOWN 


Q3d. Does it express any harmful genes (e.g. toxins or oncogenes)?
 FORMDROPDOWN 


Q3e. How serious would the consequences of exposure be?
 FORMDROPDOWN 


Q3f. Does the host pose a serious risk to the environment?
 FORMDROPDOWN 

If yes, elaborate below:

     
Q4.  Is the host or cell line free of known and potentially harmful contaminating agents?
 FORMDROPDOWN 

If no, elaborate below:

     
Q5. What containment level is required for handling this host?
 FORMDROPDOWN 

Additional comments:

     
Vector system.
Q6. Identity of vector:     
Q7. Is the vector pathogenic, or does it contain harmful sequences?


 FORMDROPDOWN 

If yes, specify:      
Q8.  If the vector is a virus, does it have any specific disabling mutations?

 FORMDROPDOWN 

Q9. Will the vector increase the stability of the host in the environment?

 FORMDROPDOWN 

Q10. If the vector is a virus, cosmid or phagmid can it become lysogenic/latent?
 FORMDROPDOWN 

Q11. Does the vector contain resistance markers?


 FORMDROPDOWN 

Q12. What is the transfer or mobilisation status of the vector?


 FORMDROPDOWN 

Insert(s) description:      
Q13. Functional elements (coding sequences, control sequences etc.)
Specify
Q14. Does the insert contain any harmful or pathogenic sequences?

 FORMDROPDOWN 

If so, what?

Q14a. Will they be expressed?


 FORMDROPDOWN 

                       
Q14b. Could they result in a pathogenic phenotype?


 FORMDROPDOWN 

Q15. Does the insert increase the stability of the GMO in the environment?
 FORMDROPDOWN 

Q16. Does the insert contain transposing or other mobilising sequences?

 FORMDROPDOWN 

The Genetically Modified Micro-organism (GMMO).
Q17.  Could the pathogenicity of the GMMO be greater than the parent organism?
 FORMDROPDOWN 

If yes, specify:     
Q18.  Have potential therapies been compromised?


 FORMDROPDOWN 

Q19. Would natural gene transfer between the GMMO and another organism pose a risk?
 FORMDROPDOWN 

Taking into account the hazard category of the parental organism, the effects that the genetic modification may have on this, what is the provisional class of this activity?

 FORMDROPDOWN 

Factors effecting the likelihood of risk:
Q20. Is the organism readily transmitted by aerosol?


 FORMDROPDOWN 

Q21. Is the GMMO unusually resistant to standard methods of disinfection?
 FORMDROPDOWN 

Q22. Does the activity involve any procedures that might increase the level of risk?
 FORMDROPDOWN 

If yes, specify:     
Q23. Would this work pose a serious risk to an immunosuppressed person?
 FORMDROPDOWN 

Q24. Will culture volumes exceed those normally used for routine laboratory work?
 FORMDROPDOWN 

Q25. Is there a deliberate intention to inoculate any plants or animals with the GMMO?
 FORMDROPDOWN 
 

Environmental Risk: 

Q26. Does the project include any plans for deliberate release of the GMMO?
 FORMDROPDOWN 

If yes, specify:     
Q27. Will the genetically modified material be grown or prepared on site?

 FORMDROPDOWN 

If no, how will the material be transported to the site?      
Q28. Will waste disposal measures ensure destruction of the organism and its genes?
 FORMDROPDOWN 

Assuming a breach of containment was to occur,

Q29. Would the GMMO survive outside the containment lab?


 FORMDROPDOWN 

If yes, 
Q28a. For how long?



 FORMDROPDOWN 


Q28b. Could it disseminate?


 FORMDROPDOWN 


Q28c. Could it displace other organisms?


 FORMDROPDOWN 

Q30. If the GMMO is attenuated, how stable is this attenuation?


 FORMDROPDOWN 

Q31. Does the GMMO have properties that would make it difficult to eliminate?
 FORMDROPDOWN 

Q32. Is the GMMO a potential pathogen of animals or plants?


 FORMDROPDOWN 

Q33. Has the GMMO the potential to transfer genes to other organisms?

 FORMDROPDOWN 

Likelihood of environmental risk:

Under the provisional containment conditions, 

Q34. How likely is a breach of containment?


 FORMDROPDOWN 

Justification: Must be completed     
Q35. What are the significant environmental hazards?

     
Q36. How serious would the consequences be?


 FORMDROPDOWN 

Justification: Must be completed      
Q37.  What is the level of risk?



 FORMDROPDOWN 

Q38. Are extra measures from a higher containment category required for safety reasons?
 FORMDROPDOWN 

Specify:     
Q39. Taking into account the hazard category of the parental organism, the effects that the genetic modification may have on this, and any additional risks identified above - what level of containment is required?




 FORMDROPDOWN 

Q40. Do you wish to derogate any containment measures?


 FORMDROPDOWN 

Q41. At what level will the work be performed?


 FORMDROPDOWN 

Proposed classification level:



 FORMDROPDOWN 

Q42. Does any component of this project come under ATCSA Schedule V?
 FORMDROPDOWN 

Note: Class 2, 3 and 4 activities MUST be notified to the HSE, and may be subject to a delay, and for new projects will incur a fee of £929 - £1007. The project cannot proceed until approval has been received. Work with Schedule V agents must be notified to the HSE and the CTSA.

Section B. 

Work involving Genetically Modified Organisms (GMOs) other than microorganisms.
This section should be completed in addition to Section A, only where the genetically modified material is to be introduced into a non-micro-organism e.g. transgenic mice or plants. Although not strictly a genetic modification, this section can also be used for risk assessing inoculation with infectious agents.

Q43. Into what species will the genetically modified material be introduced?

     
Q44. Does this species have any harmful properties?




 FORMDROPDOWN 

If yes, specify:     
Q45. By what route will the genetically modified material be introduced?


     
Q46. Could the genetic modification enhance any harmful properties of the recipient?

 FORMDROPDOWN 

If yes, specify:
     
Q47. Could the modified organism transfer these genes to other species?



 FORMDROPDOWN 

Q48. If the vector is an infectious agent, does it have any disabling mutations?


 FORMDROPDOWN 

Q49. Are these disabling mutations likely to be reverted or complemented in the host organism

resulting in a harmful phenotype? 





 FORMDROPDOWN 

Q50. Does the project include any plans for deliberate release of the GMO?


 FORMDROPDOWN 

If yes, give details:     
Q51. Could the GMO survive in the external environment in the event of a breach of 

laboratory containment? 





 FORMDROPDOWN 

If yes, in what circumstances or how?     
Q52. Does the vector contain any sequences such that its dissemination in the 

environment would present particular environmental concerns:




 FORMDROPDOWN 

Q53. Are any additional measures required to prevent accidental release and/or 

dissemination of the GMO into the environment?




 FORMDROPDOWN 

Taking into account the classification of the activity determined in Section A,

and any additional risks resulting from the introduction of the genetic material 

into the non-microorganism host, what is the minimum containment level  

these experiments will be performed at? 




 FORMDROPDOWN 

Signature of proposer:
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