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Durham VA Medical Center 
Memorandum of Understanding and Agreement

And

Registration for Biohazardous/ Recombinant DNA Research

Principal Investigator: ____________________________________________E-mail:________________

Department: ____________________________Telephone: ________________ Fax:_________________

Mailing Address: _______________________________________________________________________

Title of Research Project: _________________________________________​​​​​​​​​​​​​​​​​​​​​​​​​​​​_______________________

Site of Research Project:  ________________________________________________________________

-------------------------------------------------------------------------------------------------------------------------------

1. Description of the Project: Please attach a brief narrative description of your proposed research with emphasis on any matters relevant to biohazards. 
· A detailed description of all biological agents (including name, source, strain, virulence, host range, etc.) should be noted.

· A detailed description of all hazardous biological products (e.g., toxins) should be noted. 

· A detailed description of all recombinant materials should be noted.  This would include:  a) The source of the DNA (species), b) The nature of the inserted DNA sequences  (genomic DNA, complementary DNA, approximate % of genome represented), c) The specific hosts and vectors to be used.  

2. Assessment of Containment:  Please attach a description of the biological and physical methods and devices used to assure containment of biohazardous and/or recombinant materials.   
3. Do you anticipate needing containment level of BSL- 2 or BSL-3?    

  Yes         No

(if yes, please indicate which one)

4.   Health Surveillance: Please attach a description of health surveillance procedures in effect for personnel involved in this project. Include details of the extent of surveillance and the time intervals used.

Note:  If “Yes” is marked for questions 5- 14, please explain this response.

5.   Do you intend to express a gene that encodes a protein that is foreign to the host?    Yes         No

6. Will this work create resistance to therapeutically useful antimicrobials or antivirals? (applies to therapeutic agents used to control disease agents in humans, animals or plants)                 Yes         No
7. Will this work enhance the virulence of a pathogen or render a non-pathogen virulent? (applies to human, animal or plant pathogens)                                                                                 Yes         No

8. Will this work increase the transmissibility of a pathogen?   (would include enhancing transmission within or between species, and altering vector competence to enhance disease transmission)                                                                                 


    Yes         No

9. Will this work alter the host range of a pathogen?    


                 Yes         No

10. Could the results of the project potentially demonstrate how to render a vaccine ineffective? (applies to both human and animal vaccines)                                                                       Yes        No

11. Could this work enable the evasion of diagnostic/ detection modalities?  (e.g., microencapsulation to avoid antibody based detection and/or the alteration of gene sequences to avoid detection by established molecular methods)                                                                                             Yes        No
12. Could this work enable the weaponization of a pathogen or toxin (e.g., stabilization, synthesis of a “high-risk” agent)                    






      Yes        No

13.   Will you conduct large-scale growth experiments in excess of 10 liters?

    Yes         No
14.  Do you intend to clone any genes that encode products that are toxic for 

 vertebrates? 








    Yes         No

15.   Does this research involve the use of viral vectors?
                  

    Yes        No


   If yes, please complete and attach a Viral Vector Registration Form.

   (Available from VA Research Office.)
16.   Will there be gene therapy involving human subjects?



     Yes
       No


    If yes:
Has this project received review from RAC?


                  Yes         No




If yes, please submit review materials to IBC

            

What is the IRB protocol registry number ________________________

17.  Is this research exempt from IBC review based on the “NIH Guidelines for 

  Research Involving Recombinant DNA Molecules?” 



    Yes        No

If yes, please provide the specific appendix and section used for the basis of exemption from the above-referenced guidelines - http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html.

Appendix _______
Section ____________________________________________________

The PI assumes responsibility for the adequate training of all personnel associated with this project.   

I agree to comply with all applicable requirements pertaining to shipment and transfer of Biohazardous/ Recombinant DNA materials.  I am familiar with and agree to abide by the provisions of all IBC, CDC, OSHA, NIH or other applicable guidelines/ regulations pertaining to the proposed project.  The information above is accurate and complete.

                                        



__________________________________

                                        



Principal Investigator/Date







