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� FORMCHECKBOX ��  Orthopoxviruses (vaccinia and others) (medical screening, vaccination if available, coordination

 awareness and  training).



� FORMCHECKBOX ��  Human CNS Research - researchers using unfixed human or animal central nervous system tissue will 

      need to review risks, precautions and decontamination issues in the 4th edition of the CDC/NIH 

      Biosafety in Microbiological and Biomedical Laboratories Handbook, and submit a BUA long-form.
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RESEARCH BIOSAFETY SUBCOMMITTEE



Application Status:



Application Status:



BIOLOGICAL USE AUTHORIZATION (BUA) APPLICATION FOR CLINICAL RESEARCH



Biosafety Subcommittee Chair Signature







Expiration Date







 Expiration Date



M.1



First



Last



Print Name



 Has this Lab been certified?





 Is this space assigned to you?



 Containment Level (BSL1, 2):



 Signature of Responsible Investigator



 Bldg/Room(s):



Instruction:



·	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)





PRINCIPAL INVESTIGATOR STATEMENT

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



·	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.

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

·	Comply with the Department of Transportation requirements pertaining to shipment and transfer of infectious agents.



Principal Investigator Signature



Part A. Infectious Agents



My research involves solely the drawing, processing, or working with human blood, body fluids or tissue (excluding human brain or CNS tissue), and does not include cell culture work, or the use of rDNA or etiologic agents.



      If you answered “No” to the above question, submit a BUA long-form (BUA Form 6/25/03).



2.   List the human body fluids (including blood) or tissues to be utilized.







4.   Please attach a DESCRIPTION of the following:

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

      procedures and the sources of the human body fluids or tissues. Please provide sufficient detail to allow the   

      Biosafety Subcommittee to assess the hazardous potential of the experiments.

b.   Precautions to be followed in handling the materials listed in Section 2 (note: human blood or blood products, 

      body fluids or unfixed tissue are to be considered as infectious). If the patient population to be studied is known  

      to have a human disease, list the disease and detail the special precautions to be taken. 







Part B. Standard Operating Procedures 



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.



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

    body fluids. 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. Storage: All human body fluids and tissues will be clearly labeled with the universal

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



3. 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. For training, contact the Biosafety Compliance 

    Advisor at x 2229.



4. 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.



5. 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).



6. 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, wearing 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.



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

    VAMC Biosafety Manual.



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

















Part C. Health Surveillance Program



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 D. Shipment of Infectious Materials



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

5.   All specimens shipped or received will be through the CRC.













6.   If ''Yes'' to any of the first four 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)  Unless you are using the CRC for shipping and receiving, 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. 








