April 2007
Durham VA Medical Center 

Institutional Biosafety Committee (IBC)

Viral Vector Registration Application

Please complete the following and submit to VA Research Office.
	Principal Investigator: 

Co PI:

Title:

Department:

E-mail:
	Date:

Phone:

Fax:

Box:




Note: Although the reversion of replication-deficient viruses to replication-competence is not likely, it can occur.  Therefore, all vectors should be handled at a containment that is appropriate for wild-type virus.
1. Project title:

2. Has the rDNA project, under which this vector is used, been registered with the Institutional Biosafety Committee?

· If yes, list IBC #: 

· If no, complete a project registration form and submit it along with this vector registration to the Durham VA Research Office. 
3. Provide a detailed description of the virus: (name, type, host, commercial source, any attenuation, etc.)

4. Is the vector a CDC select agent?

For list of agents see http://www.cdc.gov/od/sap/docs/salist.pdf
5. Location of viral work (building & rooms):

6. Location of storage for virus (freezers, etc.)

7. Describe the host range of the vector.

8. Does the inserted gene(s) encode a known toxin or a relatively uncharacterized toxin?

9. Describe the gene insert and its function. (e.g. structural protein, enzymatic protein, oncogene, toxin, cell growth, etc.)

10. Does the modification have the potential to alter the host range or cell tropism of the virus?

11. Does the modification have the potential to increase the replication capacity of the virus?

12. Does the inserted gene have the potential for altering the cell cycle?

13. For what purpose will the recombinant virus be used?

14. What safety or biohazard issues, are anticipated by the investigator?

15. How do you propose to address the potential safety or biohazard issues?  Be sure to include the following:

· safety procedures that will be employed to minimize risk of exposure (e.g. protective equipment, use of biological safety cabinet, sharps precautions, waste disposal procedures, etc.)

· what procedure to follow in case of accidental spill

· what procedure to follow in case of exposure

16. Describe how employees are trained on the potential hazards of this work and safety practices.  How is this documented?

17. What biosafety level do you proposed for this work? (to review the BSL summaries;  http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4s3t.htm)
For Animal Use Only!
1. Are animals exposed to virus, or material that is potentially contaminated with virus?  If so, list all.

2. What Animal Biosafety Level do you propose for the animal work? (to review the ABSL summaries: http://www.cdc.gov/od/ohs/biosfty/bmbl4/bmbl4s4t.htm
3. Where will the animals be housed?

4. Has a standard operating procedure for the safe handling of biohazard in animals been developed?  Has the SOP been approved by the Durham VA IBC? 
5. Screening for replication competence of each inoculum must be documented prior to exposure of animals.  Describe the assay to the used, and include the following: 1) target level of detection for RCV in virus stock, 2) quantity of virus stock to the screened for each preparation, 3) identification of positive control to be used to demonstrate sensitivity of the assay.

6. Describe the appropriate handling precautions for animal caretakers, including but not limited to the handing of bedding, warning signage and personal protective equipment requirements.
