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SECTION D– RECOMBINANT DNA

1.
DESCRIPTION OF THE EXPERIMENTS:  Provide sufficient detail to allow the IBC to review the experiment(s) without reference to other documents (except USDA/APHIS transportation and release(s) permit).

A. Biological source(s) of DNA, (list Genus/Species or common name, if known, and NIH Risk Group). 

     
B. Nature of the inserted DNA sequences (list gene names, along with selectable/ biological markers, etc. and describe the function/activity of the inserted DNA or its product, e.g. human/animal disease factor or toxin)
     
C. Host(s), Vector(s) and their source(s) to be used for molecular propagation or expression:
     
D. Will a deliberate attempt be made to obtain expression of a foreign gene? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
No
If yes, what protein will be produced and what is its biological activity (e.g. toxin, allergen, enzyme, etc)?      
2.
INDICATE NIH CONTAINMENT LEVEL: Provide information for each  different gene/inserted DNA.   Give sufficient information to justify your procedures and choices of containment levels.
A. Indicate the physical containment level: 
Exempt, BL1, BL2, BL3, BL4, etc.

     
B. Indicate the biological containment level:
 EK1, EK2, HV1, HV2, etc.

     
C. Cite the relevant sections of the NIH Guidelines or other authority: 

     
D. Briefly describe how you will attain these containment levels:  
     
3.
PERSONNEL TRAINING

A. What steps will be taken to ensure that all personnel are familiar with and understand routine guidelines and standard operating procedures to be followed in handling recombinant DNA. 

     
B. Who will provide training and how will training be documented? 

     
NOTE:  USDA Guidelines for Research Involving Planned Introduction into the Environment of Genetically Modified Organisms (Dec. 3-4, 1991) referred to below can be accessed here or specifically below for selected sections:
4.   INFORMATION FOR RESEARCH INVOLVING PLANNED INTRODUCTION INTO THE ENVIRONMENT OF GENETICALLY MODIFIED ORGANISMS
 FORMCHECKBOX 
 My research WILL NOT involve the use, introduction or release of genetically engineered organisms into the environment. If you check this box, you may skip the remainder of this section.

 FORMCHECKBOX 
 My research WILL involve the use, introduction or release of genetically engineered organisms into the environment.  If you check this box, complete steps 1-4.

STEP 1.
DETERMINATION OF THE LEVEL OF SAFETY CONCERN FOR PARENTAL ORGANISM:
A. Action I:  Accessible Environment  (USDA Guidelines, page 7) 

     
B. Action II:  Attributes of the Organism (USDA Guidelines, page 7) 

     
1.
Potential to establish itself in the Accessible Environment (USDA Guidelines, page 7)

     
2.
Pest/Pathogen Status and Potential in the Accessible Environment (USDA Guidelines, page 7 & 8) 

     
3. Other Ecological Relationships with Organisms in the Accessible Environment (USDA Guidelines, page 8) 

     
4.
Potential for Inducing Genetic Change in Natural or Managed Populations in the Accessible Environment (USDA Guidelines, page 9)
     
5.
Potential for Monitoring and Control in the Accessible Environment (USDA Guidelines, page 9)
     
C. Action III - Relative Importance of Attributes (USDA Guidelines, page 9)
     
D. Action IV - Level of Safety Concern for Parental Organisms (USDA Guidelines, page 9)

     
STEP 2.
DETERMINATION OF THE EFFECT OF THE GENETIC MODIFICATION ON LEVEL OF SAFETY CONCERN (USDA Guidelines, page 11)

     
STEP 3.
DETERMINATION OF THE LEVEL OF SAFETY CONCERN FOR GENETICALLY MODIFIED ORGANISMS (USDA Guidelines, page 13)

     
STEP 4.
CONFINEMENT PRINCIPLES AND DESIGN OF SAFETY PROTOCOL (USDA Guidelines, page 16)

     
