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        Biosafety in Microbiological and Biomedical Laboratories Handbook.
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VA MEDICAL CENTER
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RESEARCH BIOSAFETY SUBCOMMITTEE





Facility Information:  Containment Level (BSL1, 2):





Application Status:





Application Status:





Biosafety Subcommittee Chair Signature





·	Complete all sections except for LOG# and Approval sections


·	Submit a TYPED signed copy of this application to the Research 


Administration Office, Attn: Vivian M. Xian, Ph.D. (Mail stop: 151)








Has this Lab been certified?





Expiration Date





Bldg/Room(s):





Print Name





 Signature of Responsible Investigator








Is this space assigned to you?





Instruction:





BIOLOGICAL USE AUTHORIZATION (BUA) APPLICATION





PRINCIPAL INVESTIGATOR STATEMENT











Principal Investigator Signature





·	Inform the staff of any advised or required precautionary medical practices and ensure that personnel have received specific training in the procedures for the safe handling of the agents in this BUA protocol.


·	Immediately inform VA Personnel Health (x 2735) of any significant accidents and illness.


·	Submit for institutional review any findings that might affect the containment requirements for this project. 


·	Gain interim approval of significant modifications to this study, facilities or procedures.


·	Comply with the NIH and Department of Transportation requirements pertaining to shipment and transfer of  recombinant DNA materials and etiologic agents.





''I have read, become familiar with, and agree to abide by the Biosafety Manual and I have done or agree to


do the following”.





M.1





First





Last











 Expiration Date





Part A. Recombinant DNA





1. Please indicate "Yes'' or No'' for each of the statements below:





a. I am using an organism or vector in which foreign DNA has been or will be inserted for the  


    purpose of cloning or expression.


    If no, go to Part B. Infectious Agents and Toxins





 Gene(s) to be 


 Cloned or  


 Expressed





 Vector(s)





 DNA Source(s)


 (Indicate species)





•  is known to be an oncogene





Risk Group(1,2,3)





3. HOST/VECTOR/GENE INFORMATION





• two-thirds or greater of the viral genome





 Host(s)





Please provide specific names:





c. The vector used for introducing foreign DNA into the host:





b. The DNA to be cloned or expressed:





•  is from a Risk Group (RG) 3 agent


	  Note for Risk Group classification of agents, see Biosafety Manual





•  represents more than two-thirds of the genome of RG1 or 2 organism





•  encodes molecules known to be toxic to vertebrates at concentration less than 1 mg/ml





• is from a RG3 agent





d. This protocol will be submitted to NIH for Human Gene Transfer Proposal Approval





2. If you indicated ''Yes'' for any of the above statements, please complete the following  


    Recombinant DNA information; otherwise, continue with Part B. Infectious Agents and Toxins.





4. Please attach a DESCRIPTION of the following: 





a.  The experimental goals and design of the research, including a brief description of the experimental  


        procedures. Please provide sufficient detail to allow the Biosafety Subcommittee to assess the hazardous   


potential of the agents and procedures used in these experiments. If primary cell cultures are used, indicate the sources of the cells. If you are using a human replication-defective virus or a cell line transformed with a virus fragment, describe the test to be used to ensure the absence of replication competent wild-type virus, or alternatively describe precautions to be taken as a result of its possible presence.





b.	Assessment of the hazardous potential of cloning any DNA segments encoding pathogenic or toxic substances. 


     Include a brief description of agents, hosts, modes of transmission to humans and animals, and pathogenicity.  


     Also, describe the containment conditions that will be implemented.























Part B. Infectious Agents and Toxins





1. I am working with an additional RG1, RG2 or RG3 agent (including replication defective agents,     


       any material from humans or sheep, or any animal cell lines with a BSL1 or higher rating). Note:   


       RG4 work is not allowed. For Risk Group classification of agents, refer to VAMC Biosafety Manual. 


       If you indicated “No” to the statements, continue with Part C. Selected Agents.





2. If you indicated ''Yes'' to the above statement, please complete the following Infectious 


    Agents and Toxic(s) Information.





     Note: If you will be drawing, processing, using, working with or storing:


     (   Human blood or blood products, unfixed tissues, body fluids; or human organ or primary cell  


         cultures, write the name(s) of the specific material being used, and enter "2" under Risk Group; 





     (   Sheep, sheep blood, tissues, body fluids or excreta; or sheep organ or primary cell 


         cultures, write the name of the specific material being used, and enter “2” under Risk Group.








4. Please attach a DESCRIPTION of the following:


a.  The experimental goals and design of the research, including a brief description of the experimental procedures.  


     Please provide sufficient detail to allow the Biosafety Subcommittee to assess the hazardous potential of the  


     Experiments. If you are using any material from humans or human primary-cultured cells, indicate the sources of  


     the material or cells.


b.  An assessment of the hazardous potential of the Infectious Agent and Toxin, including a brief description of the   


     agents, its hosts, modes of transmission to humans and animals, and pathogenicity. Also, describe the 


     containment conditions that will be implemented.





1. I am obtaining, receiving, or handling, for research purposes, any of the following:


          Human blood or blood products such as serum, plasma or cell preparations.


          Human tissue, including scrapings, secretions, body fluids (other than blood),       


          bones or teeth.


          An organ culture or primary cell line derived directly from human tissue.


          A request for approval or exemption from the Committee on Human Research 


          has been filed for the uses of materials mentioned above.


          An established cell line derived from human tissue.


 





Part C. Selected Agents





2. I am working with sheep, sheep tissue or sheep cell lines.


3. I am working with Old World primates or their tissue or cell lines.


4. I am working with toxins known to affect human and/or animals(*).











For each of the elements below, please indicate whether or not you will be following the VAMC standard operating


procedures for infectious agents. If you indicate ''Yes'', then you agree to and must follow the standard procedures.


If you answer ''No'', please attach a brief description of the procedures that you will follow and include a justification


for deviating from the standard procedures.





Part D. Standard Operating Procedures 





1. Bloodborne Pathogens: I am using human blood or blood products, unfixed tissue, 


    body fluids; or organ or primary cell culture of human origin. I am aware these are to be 


    considered as infectious and I will follow the procedures outlined in the Biosafety Manual 


    including following BSL2 safety precautions. Only safe needles will be used. 





2. Human Organ and Cell Culture: I am using human organ or cell culture (primary


    cultures, cell lines), I will follow the Cell Culture Guidelines outlined in the VAMC Biosafety 


    Manual. In addition, I will handle primary cultures under BSL2 conditions and in 


    accordance with the Bloodborne Pathogen Standard unless the Biosafety Subcommittee 


    has specifically approved a lower standard of containment.





 4. Local Transport of Infectious Materials: I will follow the procedures outlined in the VAMC


     Biosafety Manual for the transport of infectious materials using Infectious Agents 


     Containers with sealed lid or top, which will then be enclosed in a secondary leak proof, 


     non-breakable container (such as Coleman cooler) appropriately labeled with the biohazard 


     symbol. Any specimens transported to and from off-campus satellite facilities will be 


     escorted by a responsible lab employee. Commercial or public means of transport (e.g. 


     UC/VA shuttle) are to be used only by appropriately trained staff. Contact the Biosafety 


     Compliance Advisor (x2229) for training.





 9. All employees will be referred for Hepatitis B vaccination.





 8. Disposal: I will follow the procedures outlined in the Waste and Disposal Section of the   


     VAMC Biosafety Manual.





 7. Biohazardous Spills: I will follow the procedures outlined in the VAMC Biosafety Manual.


     In case of a spill or accident involving employee exposure, I will contact the 24-hour   


     Needle Stick Hotline at 469-4411.





    · For spills which my staff is able to clean up safely, the clean-up crew wears protective 


       equipment (gloves, goggles, long-sleeved lab coats) will first disinfect the area with a 1:10 


       dilution of household bleach or an iodophor before wiping up the spill with absorbent and/or 


       disposable paper towels and disposing of all spill material properly. Broken glass will only 


       be handled by remote means such as tongs or forceps.





    ·  For spills which my staff may not be able to clean up safely, the room will be evacuated 


       and people will be prevented from entering the area. During working hours, I will  


       immediately contact EH&S at ext. 4839 for emergency assistance. After 5 p.m. I will call VA 


       Police at ext. 3333.








 6. Decontamination Procedures: I will use 0.5% sodium hypochlorite (a 1:10 dilution of 


     household bleach) to decontaminate equipment and work surfaces. In locations where bleach   


     would cause corrosion, I will decontaminate with an iodophor (e.g., Wescodyne).





 5. Containment of Aerosols and/or Splashes: All manipulations having a potential for   


     generating aerosols (e.g., homogenization, centrifugation, sonication) will be conducted in a   


     properly certified biosafety cabinet or in a centrifuge equipped with sealed rotor heads or  


     safety cups. Screw-cap centrifuge tubes will be no more than three-fourths filled.





 3. Storage: All biohazardous materials to be stored will be clearly labeled with the universal


     biohazard symbol as will the storage space (e.g., freezer, refrigerator).





Please determine if a health surveillance and/or immunization program is needed for the safe conduct of your proposal. If you need assistance or advice, please consult with VA Employee Health Services (x 2735).





I will place in effect the following VAMC health surveillance/immunization programs and critical elements


(see VAMC Biosafety Manual for details).
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  Part F. Shipment of Infectious Materials





5.   If ''Yes'' to any of the above 4 questions, please complete the followings: 


1)  Attach a DESCRIPTION of the material to be shipped or received, whether it's a one-time only shipment or  


     part of a series of shipments, and its country of origin or destination for international shipments (such  


     shipments must be in accordance with the international shipping regulations). 


       2) Have someone in your laboratory trained in shipping regulations and this individual will ship and 


           receive all packages for your laboratory. A copy of the training certificate and score page for this   


           individual needs to accompany this BUA application. Please contact the Biosafety Compliance Advisor 


           (x 2229) for training. 





I will receive materials containing infectious agents (including replication defective agents or any samples from humans or sheep) from domestic non-commercial sources. 





I will ship materials containing infectious agents domestically.





I will import materials containing infectious agents from non-commercial sources in a foreign country. If yes, you are required to obtain an importation permit from the CDC


(http://www.cdc.gov/od/ohs) and a copy of the permit must be sent to the Biosafety subcommittee prior to importation.





I will ship materials containing infectious agents internationally














