[image: image1.wmf]
                                                                                 


 MACROBUTTON HTMLDirect 
RISK ASSESSMENT FOR RECOMBINANT DNA (FORM RA 4.1)
This information is required to determine the level of review for proposed experiments for research involving recombinant DNA (recDNA). ILRI adheres to the National Institutes of Health guidelines for research involving recombinant DNA molecules. Please refer to these guidelines and in particular to Sections I, II and III of the guidelines when completing this form.

The ILRI Institutional Biosafety Committee must review all research involving rDNA. 
For non-exempt experiments, you will be required to complete an additional form.
All enquires should be forwarded to ILRIResearchcompliance@cgiar.org Please note that there may be costs associated with meeting compliance standards and obtaining regulatory approval for research.
	I.  GENERAL

	*Reference No. 
	

	Principal Investigator

 (Person ultimately responsible for this research activity)    
	

	ILRI staff responsible and role


	

	Name of Student/research fellow working on project
	

	Names of others involved in conducting the research and their roles:
	

	Title of risk assessment


	

	PREMISES WHERE THIS WORK WILL BE CARRIED OUT (Location(s) of activities)



	Laboratory Work:


	

	Animal Work:


	

	Plant work:


	

	Proposed start date of project:  


	

	Proposed End date of project:
	


Questionnaire
1. Does your proposal involve transfection of rDNA using exempt OR certified host-vector systems (including but not limited to Escherichia coli K-12, Saccharomyces cerevisae, S. uvarum, or any asporogenic Bacillus subtilis or asporogenic B. licheniformis strain which does not revert to a spore-former with a frequency greater than 10-7)? 
Yes
 FORMCHECKBOX 


No
 FORMCHECKBOX 



2. Does your proposal involve the transfer of a drug resistance trait to microorganisms that are not known to acquire the trait naturally if such acquisition could compromise the use of the drug to control disease agents in humans, veterinary medicine, or agriculture? 
Yes
 FORMCHECKBOX 


No
 FORMCHECKBOX 



3. Does your proposal involve the creation of rDNA containing genes for the biosynthesis of toxin molecules lethal for vertebrates at an LD50 of less than 100ng/kg body weight? 
Yes
 FORMCHECKBOX 


No
 FORMCHECKBOX 



4. Does your proposal involve the transfer of rDNA, DNA or RNA derived from rDNA into one of more human research participants? 

Yes
 FORMCHECKBOX 


No
 FORMCHECKBOX 



5. Does your research involves DNA from Risk Groups 2, 3, 4 or restricted organisms of cells known to be infected with these agents? 
Yes
 FORMCHECKBOX 


No
 FORMCHECKBOX 



6. Does the vector used contain eukaryotic viral DNA (other than the CMV promoter and SV40 polyA site)? Common plant control elements?
Yes
 FORMCHECKBOX 


No
 FORMCHECKBOX 



7. Does the research involve the use of any recombinant plasmids/vectors/virus in whole animal experiments?
Yes
 FORMCHECKBOX 


No
 FORMCHECKBOX 



8. Does the research involve the use of any recombinant plasmids/vectors/virus in whole plant experiments?
Yes
 FORMCHECKBOX 


No
 FORMCHECKBOX 



9. Does the research involve experiments involving more than 10 liters of culture?
Yes
 FORMCHECKBOX 


No
 FORMCHECKBOX 



10. Are other experiments proposed that involve rDNA not covered here?

Insert comments here
Assurances:

I agree that I will abide by all the rules and regulations as determined by the risk assessment of the proposed research.
I agree to maintain a record of transfer of rDNA, vectors, or host strains containing rDNA or infectious agents between investigators at this or other institutions.
Prior to undertaking non-exempt research, all personnel will receive appropriate instruction to ensure compliance with both local and international guidelines in performing this research.

I agree to send a revised project description if changes are made to rDNA experiments that may alter the status of any of the current risk assessments.

Applicant:





Signature:





Date: 
Principal Investigator: 

Signature:





Date: 
Please submit this and all other required forms to ILRIResearchcompliance@cgiar.org 
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