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Biosafety Protocol (BSP) Application
For instructions and information on the protocol application and review process, please refer to the Biosafety Protocol Application & Review Process document, available on the Biosafety webpage.
	General Information:

	Principal Investigator (PI):       
	Department:      



	Office Phone Number:      

	Emergency Phone Number:      


	Laboratory Phone Number:       

	Email Address:       

	Fax number:       


	Campus Address:       



	Emergency Laboratory Contact 
(Other than the PI):
     
	Emergency Contact Office Phone Number
(If different from lab number):
     
	Emergency Phone Number for Emergency Contact:
     


	Mark all sections below that are applicable to your protocol. 
Go to those sections and answer all questions.
	Applicable
	Sections

	Administrative 
(project description, locations, personnel)
	Required
	Complete Section 1

	Recombinant and Synthetic Nucleic Acid Molecules 

(e.g., bacterial/mammalian expression plasmids, replication incompetent viral vectors, chemically synthesized nucleic acid molecules)
	 FORMCHECKBOX 

	If so, complete Section 2

	Human & Non-Human Primate Material 

(e.g., blood, fluids, tissues, primary/established cell lines)
	 FORMCHECKBOX 

	If so, complete Section 3

	Microorganisms/Potentially Infectious Material 

(e.g., viruses, bacteria, yeast, fungi, parasites, prions)
	 FORMCHECKBOX 

	If so, complete Section 4

	Whole Animals/Animal Material 

(e.g., introduction of biologicals into animals, use of animal cell lines and/or tissues)
	 FORMCHECKBOX 

	If so, complete Section 5

	Biological Toxins 

(e.g., cholera toxin, pertussis toxin, diphtheria toxin, tetrodotoxin)
	 FORMCHECKBOX 

	If so, complete Section 6

	Nanoparticles 

(e.g., use of Jet-Pei or Poly-L-Lysine to form nano-sized particles)
	 FORMCHECKBOX 

	If so, complete Section 7

	Arthropods 

(e.g., insects, spiders, crabs, lobsters, shrimp)
	 FORMCHECKBOX 

	If so, complete Section 8

	Plants 

(e.g., toxic/transgenic plants)
	 FORMCHECKBOX 

	If so, complete Section 9

	Investigator’s Assurance
	Required
	Complete Section 10


	SECTION 1: ADMINISTRATIVE

	Lay summary: Provide a brief description of the research covered by this protocol.  This section is used to understand how the biological materials will be used in the lab.  Use a separate paragraph for each project and include the biological agents as well as the types of experiments/analysis conducted.  Use non-technical language to enable all Institutional Biosafety Committee members (including those with non-science backgrounds) to understand the research project and assess the risks.

	1.1

	     

	1.2
	Standard Operating Procedures (SOPs) – indicate the SOPs that will be followed in your laboratory (check all that apply):

	
	General Laboratory SOPs developed by the Biosafety Office (available on the Biosafety webpage)
	 FORMCHECKBOX 


	
	Modified or newly developed SOPs (must be submitted for review with this application)
	 FORMCHECKBOX 


	
	Agent or experiment specific SOPs (must be submitted for review with this application)

Please list:

     
	 FORMCHECKBOX 


	List grant/study titles associated with this application:
	Grant/Info.Ed./IRB#:
	Funding Agency:

	1.3
	1.      
	     
	     


	
	2.      
	     
	     


	
	3.      
	     
	     


	If any portion of the experiments described in this application involve another Biosafety Protocol, provide the additional information in this section:

	1.4
	BSP #:
	PI listed on BSP:
	Describe which portion of the grant/study title will be covered by this BSP:

	
	1.      
	     
	     

	
	2.      
	     
	     

	List all locations where biological agents will be handled or stored:

	1.5
	Building Code and Room Number

(e.g. CN4146C)
	Type of Facility

(e.g. main lab, tissue culture, equipment room, cold room)
	Biosafety Level (BSL) if known:
	Biosafety Cabinet Available? 

(check if yes)
	Shared space? 

(check if yes)

	
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	List all core labs that will provide services pertaining to this application: 

(e.g. Cancer Center Flow Cytometry Core, Small Animal Imaging Core)

	1.6
	Core Lab
	Biological Materials that will be handled in the core
	Will this material be fixed/inactivated? 

(check if yes)

	
	     
	     
	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 



	1.7
	Personnel:
List all individuals supervising or physically working on the research proposed in this application or that may be exposed to the research materials including the PI, collaborators, technicians, post docs, graduate students, work-study students, volunteers, etc. 

	Name

(Last, First, Degrees)
	Email address
	Job/

Position Title

(e.g. PI, research manager, post doc, student, volunteer)
	Does the person have experience with materials listed in this applications: (check if yes)
	*If yes, which materials?

(e.g., lentivirus, human tissues, bacteria)
	Will this person be shipping biological agents?

(check if yes)

	     
	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     
	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	     

	     

	     
	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 


	1.6
	Medical Surveillance and Vaccinations:
Vaccines or other tests/evaluations may be required for the work described in this application. (Check all that apply):                                         
 FORMCHECKBOX 
 Hepatitis B Vaccine or signed Waiver 
 FORMCHECKBOX 
 Seasonal Influenza Vaccine

 FORMCHECKBOX 
 Annual TB test
 FORMCHECKBOX 
 Respirator evaluation and annual fit test (e.g., N95, PAPR, full/half face respirators)

 FORMCHECKBOX 
 Other (list):      
Contact Employee Health and Wellness, 706-721-3418, to schedule an appointment for the services indicated above.


	SECTION 2: RECOMBINANT DNA AND SYNTHETIC NUCLEIC ACID MOLECULES

	2.1
	Does your application involve recombinant and/or synthetic nucleic acid molecules?
	 FORMCHECKBOX 
Yes – Complete this Section

 FORMCHECKBOX 
No – Skip Section 2 & Go to Section 3

	2.2
	List all recombinant or synthetic nucleic acid molecules and indicate how they will be used

	Full vector or synthetic nucleic acid name (e.g. pKLO.1, pcDNA) 
	Backbone Source (e.g. bacterial, HIV, rabies, Adenoviral, AAV, Plasmids)
	Insert/product (e.g. protein, siRNA, include species)
	Tropism/

envelop protein (e.g. VSV pseudotyped)
	Source
	Indicate cells or organisms that will be exposed to these nucleic acids (including bacteria used for propagation):

	     
	     
	     
	     
	 FORMCHECKBOX 
 Generated/packaged in lab (list                         packaging cells/helper plasmids):

          
 FORMCHECKBOX 
 Obtained from a collaborator (list):

          
 FORMCHECKBOX 
 Obtained from a vendor (list):
          
	 FORMCHECKBOX 
 Humans research subjects (use CBSP application)
 FORMCHECKBOX 
 Animals (list):      
 FORMCHECKBOX 
 Microorganisms (list):      
 FORMCHECKBOX 
 Plants (list):

 FORMCHECKBOX 
 Arthropods (list):      
 FORMCHECKBOX 
 Cells (list):     

	     
	     
	     
	     
	 FORMCHECKBOX 
 Generated/packaged in lab (list                         packaging cells/helper plasmids):

          
 FORMCHECKBOX 
 Obtained from a collaborator (list):

          
 FORMCHECKBOX 
 Obtained from a vendor (list):
          
	 FORMCHECKBOX 
 Humans research subjects (use CBSP application) 
 FORMCHECKBOX 
 Animals (list):      
 FORMCHECKBOX 
 Microorganisms (list):      
 FORMCHECKBOX 
 Plants (list):

 FORMCHECKBOX 
 Arthropods (list):      
 FORMCHECKBOX 
 Cells (list):     

	     
	     
	     
	     
	 FORMCHECKBOX 
 Generated/packaged in lab (list                         packaging cells/helper plasmids):

          
 FORMCHECKBOX 
 Obtained from a collaborator (list):

          
 FORMCHECKBOX 
 Obtained from a vendor (list):
          
	 FORMCHECKBOX 
 Humans research subjects (use CBSP application)
 FORMCHECKBOX 
 Animals (list):      
 FORMCHECKBOX 
 Microorganisms (list):      
 FORMCHECKBOX 
 Plants (list):

 FORMCHECKBOX 
 Arthropods (list):      
 FORMCHECKBOX 
 Cells (list):     

	     
	     
	     
	     
	 FORMCHECKBOX 
 Generated/packaged in lab (list                         packaging cells/helper plasmids):

          
 FORMCHECKBOX 
 Obtained from a collaborator (list):

          
 FORMCHECKBOX 
 Obtained from a vendor (list):
          
	 FORMCHECKBOX 
 Humans research subjects (use CBSP application)
 FORMCHECKBOX 
 Animals (list):      
 FORMCHECKBOX 
 Microorganisms (list):      
 FORMCHECKBOX 
 Plants (list):

 FORMCHECKBOX 
 Arthropods (list):      
 FORMCHECKBOX 
 Cells (list):     

	     
	     
	     
	     
	 FORMCHECKBOX 
 Generated/packaged in lab (list                         packaging cells/helper plasmids):

          
 FORMCHECKBOX 
 Obtained from a collaborator (list):

          
 FORMCHECKBOX 
 Obtained from a vendor (list):
          
	 FORMCHECKBOX 
 Humans research subjects (use CBSP application)
 FORMCHECKBOX 
 Animals (list):      
 FORMCHECKBOX 
 Microorganisms (list):      
 FORMCHECKBOX 
 Plants (list):

 FORMCHECKBOX 
 Arthropods (list):      
 FORMCHECKBOX 
 Cells (list):     

	     
	     
	     
	     
	 FORMCHECKBOX 
 Generated/packaged in lab (list                         packaging cells/helper plasmids):

          
 FORMCHECKBOX 
 Obtained from a collaborator (list):

          
 FORMCHECKBOX 
 Obtained from a vendor (list):
          
	 FORMCHECKBOX 
 Humans research subjects (use CBSP application)
 FORMCHECKBOX 
 Animals (list):      
 FORMCHECKBOX 
 Microorganisms (list):      
 FORMCHECKBOX 
 Plants (list):

 FORMCHECKBOX 
 Arthropods (list):      
 FORMCHECKBOX 
 Cells (list):     


	2.3
	Have you provided restriction/vector maps for each vector listed above to the Biosafety Office?

Example:
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*If not, email the maps to the Biosafety Office or provide links to vendors or reference publications:

     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No*

	2.4
	Are any of the inserts/gene products toxic or oncogenic?

If yes, list all toxic/oncogenic gene products in detail and include anticipated effects:

     

	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No*

	2.5
	Will you handle more than 10 liters of culture of this agent(s) at any one time?

*If yes, special precautions may be required for large-scale cultures involving recombinant DNA. 
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No

	2.6
	Are any of the recombinant viruses’ replication competent?  

If yes, provide justification for their use over replication incompetent systems:

     

	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No

	2.7
	Indicate the appropriate section(s) of NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules (NIH Guidelines) that pertain(s) to these experiments:

	
	 FORMCHECKBOX 

	Section III-A: 

Experiments that compromise the ability to control disease agents though deliberate transfer of drug resistance in pathogenic microorganisms (this does not apply to antibiotic resistance used for selection purposes in standard cloning E. coli K12 strains)

	
	 FORMCHECKBOX 

	Section III-B: 

Cloning of toxin molecules with LD50 ≤ 100ng/kg

	
	 FORMCHECKBOX 

	Section III-C: 

Experiments involving the deliberate transfer of recombinant or synthetic nucleic acids into human research subjects (human gene transfer)

	
	 FORMCHECKBOX 

	Section III-D: 

The creation of genetically modified animals or introduction of genetically modified cells/microorganisms into animals that requires ABSL2 or higher containment; 
-or-

The use of infectious recombinant DNA or RNA viruses or defective DNA or RNA viruses in the presence of helper virus in tissue culture systems (i.e. packaging);

-or-

Experiments involving whole plants requiring BSL2 or higher containment;

-or-

Experiments involving more than 10 liters of culture requiring BSL2 or higher containment

-or-

Experiments involving recombinant influenza viruses

	
	 FORMCHECKBOX 

	Section III-E: 

The formation of recombinant or synthetic nucleic acid molecules containing ≤ two-thirds of the genome of any eukaryotic virus;

-or-
Experiments involving whole plants requiring BSL1 containment;

-or-

The creation of genetically modified animals or introduction of genetically modified cells/microorganisms into animals that require ABSL1 containment

	
	 FORMCHECKBOX 

	Section III-F:

Use of synthetic nucleic acids that cannot replicate, integrate, or produce a toxin with LD50 ≤ 100ng/kg (i.e. oligos)

	
	 FORMCHECKBOX 

	Appendix C:

The in-vitro use of recombinant or synthetic nucleic acids containing less than one-half of any eukaryotic genome (tissue culture experiments only)

-or-

Experiments which use Escherichia coli K-12 host-vector systems (standard cloning experiments)

	2.8
	Risk assessment and mitigation: 

List any procedure that will be performed with these materials which may be associated with increased potential for exposure (i.e. generation of splashes, sprays or aerosols from centrifugation, sonication, homogenization, vortexing, FACS, use of sharps).  Indicate the methods used to reduce the risk of exposure for each procedure (e.g. use of biosafety cabinet, face shield, self-sheathing needles).
     


	SECTION 3: HUMAN AND NON-HUMAN PRIMATE MATERIAL

	3.1
	Does your protocol involve the use of organs or tissues from living or dead humans or non-human primates, cell lines (including established cell lines), blood, blood products and body fluids, including cell cultures purchased from commercial sources?
	 FORMCHECKBOX 
Yes – Complete this Section

 FORMCHECKBOX 
No – Skip Section 3 & Go to Section 4

	3.2
	List all human and non-human primate tissues and fluids and their specific sources:

	
	Species (e.g. human, Rhesus macaque) 
	Tissues and fluids (list):
	Source (e.g. Tumor Bank, LAS, DCG, NIH tissue bank, collaborator, volunteers, vendor, blood bank)

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	3.3
	Use this section to provide information about any human stem cells that will be used in this research:

	
	Cells/Cell Line name
	Cell type (e.g. embryonic, induced, mesenchymal stem cells)
	Source (e.g. collected specimens, collaborator, vendor, core facility)

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	Describe the method used for induction of any induced pluripotent stem cells (iPSCs): 

     

	3.4
	List all other human and non-human primate cell lines used in this research:

	
	Cells/Cell Line Name
	Species 

(human or NHP)
	Primary

(Fresh)
	Commercial 
(e.g., ATCC)
	Established in the Laboratory
	Genetically Modified
	Potentially Tumorigenic

	
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Describe the method used for any genetic modifications:

     

	3.5
	Will you handle more than 10 liters of culture of this agent(s) at any one time?

*If yes, special precautions may be required for large-scale cultures. 
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No

	3.6
	Did this human material originate outside of the United States? 

*If yes, a CDC Etiologic Agent Import Permit may be required. The Biosafety Office can assist you in determining permit requirements. 

If permit(s) have already been obtained, submit a copy with this application.
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No



	3.7
	Do these materials contain known pathogens? (i.e. blood samples from HIV positive patients)

*If yes, list the known pathogen(s): 

     
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No



	3.8
	Will you be introducing these materials into animals?
	 FORMCHECKBOX 
Yes* (also complete Section 5)   FORMCHECKBOX 
No 

	3.9
	Will you be introducing these materials into humans?

*If yes, do not use this form.  Please complete a Clinical Biosafety Protocol Application for each study involving human research subjects.  This is required in addition to IRB approval.    
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No



	3.10
	Risk assessment and mitigation: 

List any procedure that will be performed with this material which may be associated with increased potential for exposure (i.e. generation of splashes, sprays or aerosols from centrifugation, sonication, homogenization, vortexing, FACS, use of sharps).   Indicate the methods used to reduce the risk of exposure for each procedure (e.g. use of biosafety cabinet, face shield, self-sheathing needles).
     


	SECTION 4: MICROORGANISMS/POTENTIALLY INFECTIOUS MATERIAL

	4.1
	Does your protocol involve microorganisms/potentially infectious material (i.e. viruses, bacteria, fungi, prions, parasites)?
	 FORMCHECKBOX 
Yes – Complete this Section

 FORMCHECKBOX 
No – Skip Section 4 & Go to Section 5

	4.2
	Will you introduce recombinant/synthetic DNA to any microorganism /potentially infectious agent, use recombinant/synthetic DNA to change the genetic make-up of any microorganism/potentially infectious agent, or use DNA from any microorganism/infectious agent to perform any recombinant DNA experiments? 

*If yes, make sure you complete Section 2 – Recombinant DNA and Synthetic Nucleic Acid Molecules
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No

	4.3
	Will you be introducing this material into animals?

*If yes, make sure you complete Section 5 – Whole Animals/Animal Material
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No 

	4.4
	Will you be introducing this material into humans?

*If yes, do not use this form.  Please complete a Clinical Biosafety Protocol Application for each study involving human research subjects.  This is required in addition to IRB approval.    
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No

	4.5
	Will these experiments result in acquisition of new characteristics of these infectious agents, such as altered virulence or infectivity, or changes in resistance/susceptibility to drug therapy or changes in host range?  
*If yes, please describe:

     
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No

	4.6
	Risk assessment and mitigation: 

List any procedure that will be performed with this material which may be associated with increased potential for exposure (i.e. generation of splashes, sprays or aerosols from centrifugation, sonication, homogenization, vortexing, FACS, use of sharps).   Indicate the methods used to reduce the risk of exposure for each procedure (e.g. use of biosafety cabinet, face shield, self-sheathing needles).

     


	4.7
	List each microorganism/potentially infectious agent to be used in this protocol: 
· For Risk Group Classification, link to the Risk Group Database or Appendix B – NIH Guidelines
· 
For a list of Select Agents/Toxins, link to the National Select Agent Registry

	Agent Name (Genus, Species & Strain)
	Type
(e.g. virus, bacteria)
	Risk Group
(see above link)
	Is this a Select Agent?

(see above link)
	Is the agent hazardous to (check all that apply):
	Has this agent been genetically modified?
	What are the signs and symptoms of exposure to this agent?

	     
	     
	     
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
	 FORMCHECKBOX 
 Humans
 FORMCHECKBOX 
 Animals
 FORMCHECKBOX 
 Plants
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe modification: 
     
	

	     
	     
	     
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
	 FORMCHECKBOX 
 Humans
 FORMCHECKBOX 
 Animals
 FORMCHECKBOX 
 Plants
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe modification: 
     
	

	     
	     
	     
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
	 FORMCHECKBOX 
 Humans
 FORMCHECKBOX 
 Animals
 FORMCHECKBOX 
 Plants
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe modification: 
     
	

	     
	     
	     
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
	 FORMCHECKBOX 
 Humans
 FORMCHECKBOX 
 Animals
 FORMCHECKBOX 
 Plants
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe modification: 
     
	

	     
	     
	     
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
	 FORMCHECKBOX 
 Humans
 FORMCHECKBOX 
 Animals
 FORMCHECKBOX 
 Plants
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe modification: 
     
	

	     
	     
	     
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
	 FORMCHECKBOX 
 Humans
 FORMCHECKBOX 
 Animals
 FORMCHECKBOX 
 Plants
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe modification: 
     
	

	     
	     
	     
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
	 FORMCHECKBOX 
 Humans
 FORMCHECKBOX 
 Animals
 FORMCHECKBOX 
 Plants
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe modification: 
     
	

	     
	     
	     
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
	 FORMCHECKBOX 
 Humans
 FORMCHECKBOX 
 Animals
 FORMCHECKBOX 
 Plants
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe modification: 
     
	

	     
	     
	     
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
	 FORMCHECKBOX 
 Humans
 FORMCHECKBOX 
 Animals
 FORMCHECKBOX 
 Plants
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe modification: 
     
	

	     
	     
	     
	 FORMCHECKBOX 
Yes 

 FORMCHECKBOX 
No
	 FORMCHECKBOX 
 Humans
 FORMCHECKBOX 
 Animals
 FORMCHECKBOX 
 Plants
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, describe modification: 
     
	     


	SECTION 5: WHOLE ANIMALS/ANIMAL MATERIAL

	5.1
	Does your protocol involve working with animals or animal materials?
	 FORMCHECKBOX 
Yes – Complete this Section

 FORMCHECKBOX 
No – Skip Section 5 & Go to Section 6

	5.2
	Does your protocol involve working with animals that are field caught?

*If yes, describe:
     
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No

	5.3
	Do you have Institutional Animal Care and Use Committee (IACUC) approval?

*If yes, what is your AUP#:      
**If no, contact Farah Mirzein at 706-721-0198, Senior IACUC Compliance Coordinator for instructions on submitting an AUP    
	 FORMCHECKBOX 
Yes*     FORMCHECKBOX 
No** 

 FORMCHECKBOX 
 Pending

 FORMCHECKBOX 
 Not Required

	5.4
	List each species/strain of laboratory animal that will be used in your research and the agents they will be exposed to, if applicable:

	
	Animal Species/Strain


	Agent
(i.e. vectors, human cell lines, microorganisms, nanoparticles)
	Location where procedures will be done (injections, necropsies)
	Max Dose and Frequency of Administration
	Method of Delivery

(e.g. stereotactic injection, oral, ocular)
	Housing Post Introduction of Agent
	Special housing/handling procedures (e.g. all handling in biosafety cabinet, safety sharps, hazard labels on cages):

	
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 ABSL-1

 FORMCHECKBOX 
 ABSL-2

 FORMCHECKBOX 
 NHP Facilities

 FORMCHECKBOX 
 Other (list): 
          
	     

	
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 ABSL-1

 FORMCHECKBOX 
 ABSL-2

 FORMCHECKBOX 
 NHP Facilities

 FORMCHECKBOX 
 Other (list): 
          
	     

	
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 ABSL-1

 FORMCHECKBOX 
 ABSL-2

 FORMCHECKBOX 
 NHP Facilities

 FORMCHECKBOX 
 Other (list): 
          
	     

	
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 ABSL-1

 FORMCHECKBOX 
 ABSL-2

 FORMCHECKBOX 
 NHP Facilities

 FORMCHECKBOX 
 Other (list): 
          
	     

	
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 ABSL-1

 FORMCHECKBOX 
 ABSL-2

 FORMCHECKBOX 
 NHP Facilities

 FORMCHECKBOX 
 Other (list): 
          
	     

	
	     
	     
	     
	     
	     
	 FORMCHECKBOX 
 ABSL-1

 FORMCHECKBOX 
 ABSL-2

 FORMCHECKBOX 
 NHP Facilities

 FORMCHECKBOX 
 Other (list): 
          
	     


	5.5
	Is there special Personal Protective Equipment (PPE) that should be worn by laboratory personnel and animal care staff when handling these animals (in addition to lab coat, gloves and eye protection)? 

*If yes, describe:      
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No


	5.6
	List the animal cells, cell lines, tissues or organs that you plan to utilize in your research

	
	Cells/cell line name,
Tissue or organ type
Species
Primary

(Fresh)

Commercial (e.g. ATCC) Comm e.g., ATCC

Established in the Laboratory

Genetically Modified

     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 



	
	Describe the method used for any genetic modifications:

     

	5.7
	Risk assessment and mitigation: 

Procedures – List any procedure that will be performed with this material which may be associated with increased potential for exposure (i.e. sonication, centrifugation, cage changing, necropsies, injections, inoculations).   Indicate the methods used to reduce the risk of exposure for each procedure (e.g. use of biosafety cabinet, face shield, self-sheathing needles).
      

	5.8
	Will you be creating transgenic animals, breeding transgenic animals, exposing animals to recombinant DNA, or purchasing/obtaining transgenic animals from a commercial vendor or collaborator?

*If yes, make sure you complete Section 2 – Recombinant DNA and Synthetic Nucleic Acid Molecules and answer the following questions:
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No


	
	Species/names of the animal strains:        

	
	Where will the animal be created:      

	
	Describe the genetic modification (i.e. genes inserted or knock-out and method such as viral or insertion into developing embryo):      

	
	Effect of the genetic modification on the animal:     

	
	Will this animal produce any toxins or other hazardous materials?     

	
	Will these animals require ABSL2 housing?     

	
	Describe the marking system that will be used to identify the transgenic animals:      

	
	Provide the breeding schematic:     


	SECTION 6: BIOLOGICAL TOXINS

	6.1
	Does your protocol involve biological toxins (i.e. tetrodotoxin, cholera toxin, pertussis toxin, diphtheria toxin, botulinum toxin)?
	 FORMCHECKBOX 
Yes – Complete this Section

 FORMCHECKBOX 
No – Skip Section 6 & Go to Section 7

	6.2
	Will you be performing experiments where you clone toxin molecules with an LD50 of 100 ng/kg or less?
	 FORMCHECKBOX 
Yes* (also complete Section 2)   FORMCHECKBOX 
No

	6.3
	Will you be introducing this material into animals?
	 FORMCHECKBOX 
Yes* (also complete Section 5 )   FORMCHECKBOX 
No 

	6.4
	Will you be introducing this material into humans?

*If yes, do not use this form.  Please complete a Clinical Biosafety Protocol Application for each study involving human research subjects.  This is required in addition to IRB approval.    
	 FORMCHECKBOX 
Yes*     FORMCHECKBOX 
No

	6.5
	List each biological toxin in the table below:
*Refer to the Select Agent Program website to determine if the toxin is a HHS/USDA Select Agent or Toxin

	
	Toxin
	LD50
	Maximum Quantity on Hand
	Where is it stored?
	Is the toxin a HHS/USDA Select Agent or Toxin?

	
	
	
	
	Building/Room#
	Location
	

	
	     
	     
	     
	     
	 FORMCHECKBOX 
Flammable Cabinet

 FORMCHECKBOX 
Refrigerator/freezer
 FORMCHECKBOX 
Locked cabinet/box
 FORMCHECKBOX 
Other:     
	 FORMCHECKBOX 
Yes*     FORMCHECKBOX 
No 

	
	     
	     
	     
	     
	 FORMCHECKBOX 
Flammable Storage 
 FORMCHECKBOX 
Cabinet

 FORMCHECKBOX 
Refrigerator/freezer
 FORMCHECKBOX 
Locked cabinet/box
 FORMCHECKBOX 
Other:     
	 FORMCHECKBOX 
Yes*     FORMCHECKBOX 
No 

	
	     
	     
	     
	     
	 FORMCHECKBOX 
Flammable Storage 
 FORMCHECKBOX 
Cabinet

 FORMCHECKBOX 
Refrigerator/freezer
 FORMCHECKBOX 
Locked cabinet/box
 FORMCHECKBOX 
Other:     
	 FORMCHECKBOX 
Yes*     FORMCHECKBOX 
No 

	6.6
	Risk assessment and mitigation: 

Procedures – List any procedure that will be performed with this material which may be associated with increased potential for exposure (i.e. generation of splashes, sprays or aerosols from centrifugation, sonication, homogenization, vortexing, FACS, use of sharps).  Indicate the methods t used to reduce the risk of exposure for each procedure (e.g. use of biosafety cabinet, face shield, self-sheathing needles).
     

	6.7
	What is the method of destruction or inactivation for the toxins listed:      

	6.8
	Is there a vaccine or antidote available for this toxin? 

*If yes, list:      
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No


	SECTION 7: NANOPARTICLES

	7.1
	Does your protocol involve the use/creation of nanoparticles?
	 FORMCHECKBOX 
Yes – Complete this Section

 FORMCHECKBOX 
No – Skip Section 7 & Go to Section 8

	7.2
	List each nanoparticle in the table below:

	
	Nanoparticle Name
	Description of laboratory procedures involving the Nanoparticle

	
	     
	          

	
	     
	          

	7.3
	Risk assessment and mitigation: 

Procedures – List any procedure that will be performed with this material which may be associated with increased potential for exposure (i.e. generation of splashes, sprays or aerosols from centrifugation, sonication, homogenization, vortexing, FACS, use of sharps).   Indicate the methods used to reduce the risk of exposure for each procedure (e.g. use of biosafety cabinet, face shield, self-sheathing needles).
     


	SECTION 8: ARTHROPODS

	8.1
	Does your protocol involve the use of arthropods?
	 FORMCHECKBOX 
Yes – Complete this Section   
 FORMCHECKBOX 
No – Skip Section 8 & Go to Section 9

	8.2
	Will you be using, creating, or breeding transgenic arthropods or exposing arthropods to recombinant DNA?

*If yes, make sure you complete Section 2 – Recombinant DNA and Synthetic Nucleic Acid Molecules
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No

	8.3
	Indicate the arthropods that will be used:
     

	8.4
	Will this work involve the importation, movement and/or field release of genetically engineered (GE) arthropods?

*If yes, a USDA/APHIS/PPQ permit may be required, see http://www.aphis.usda.gov/permits/ for more information. The Biosafety Office can assist you in determining permit requirements.

If permit(s) have already been obtained, submit a copy to biosafety@augusta.edu 
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No


	8.5
	Risk assessment and mitigation: 

Procedures – List any procedure that will be performed with this material which may be associated with increased potential for exposure (i.e. generation of splashes, sprays or aerosols from centrifugation, sonication, homogenization, vortexing, FACS, use of sharps).   Indicate the methods used to reduce the risk of exposure for each procedure (e.g. use of biosafety cabinet, face shield, self-sheathing needles).
     


	SECTION 9: PLANTS

	9.1
	Does your protocol involve the use of plants?
	 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No – Skip Section 9 & Go to Section 10

	9.2
	Will you be creating transgenic plants, exposing plant to recombinant DNA, transgenic arthropods, or transgenic microorganism/infectious agents?

*If yes, make sure you complete Section 2 – Recombinant DNA and Synthetic Nucleic Acid Molecules
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No


	9.3
	Indicate the plants that will be used:

     

	9.4
	Will this work involve the importation, movement and/or field release of genetically engineered (GE) plants?

*If yes, a USDA/APHIS/PPQ permit may be required. The Biosafety Office can assist you in determining permit requirements.

If permit(s) have already been obtained, submit a copy with this application.
	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No

	9.5
	Risk assessment and mitigation: 

Procedures – List any procedure that will be performed with this material which may be associated with increased potential for exposure (i.e. generation of splashes, sprays or aerosols from centrifugation, sonication, homogenization, vortexing, FACS, use of sharps).  Indicate the methods used to reduce the risk of exposure for each procedure (e.g. use of biosafety cabinet, face shield, self-sheathing needles).
     


	SECTION 10: INVESTIGATOR’S ASSURANCE

	10.1
	Please review each of the following terms of this agreement prior to electronically signing, below.

· I attest that the information contained in the attached application and supplements is accurate and complete. 


· I will not carry out the work described in the attached application until it has been approved by the Institutional Biosafety Committee (IBC) and/or the Biological Safety Office. 

· I agree to amend this protocol to include any changes in agents, personnel, locations, applications or major equipment (e.g. biosafety cabinets, autoclaves) prior to implementation of the changes.

· I have read and understand my responsibilities as a Principal Investigator outlined in the NIH Guidelines and agree to comply with these responsibilities.   

· I will ensure that all laboratory personnel are familiar with and trained to employ the proposed safety precautions, appropriate emergency procedures, and the practices and techniques described in this BSP and related SOPs.

	10.2
	     
Principal Investigator

(By electronically entering your name, you are indicating verification that all items are accurate and you agree to ensure compliance with the above items.)
	     
Date

	***Please save this form and submit electronically to biosafety@augusta.edu***


For assistance completing this form, contact:





Biosafety Office


Email:   � HYPERLINK "mailto:biosafety@augusta.edu" �biosafety@augusta.edu�


Phone: 706-721-2663


Website:


� HYPERLINK "http://www.augusta.edu/services/ehs/biosafe/" �http://www.augusta.edu/services/ehs/biosafe/� 





FOR BIOSAFETY OFFICE USE ONLY:


(Date Stamp)
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BSP#:      


    





NIH Section:  
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