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Institutional Biosafety Committee (IBC)
Biosafety Protocol (BSP) Amendment Application


	General Information:

	Principal Investigator (PI):  
	Biosafety Protocol Number      



	Department:      
Campus Address:      
	Office Phone Number:      
Emergency Phone Number:      

	Laboratory Phone Number:       
	Email Address:        


Proposed Changes:

Please answer questions 1-8.  If you answer “yes” to any question, please provide the appropriate details for each change to allow the IBC to make an adequate review.

1. Are there any new titles associated with this project? If yes please list below. 


 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
NOTE: By providing this information, the PI verifies that the agents, experiments, personnel, operations, and locations involved in

the Sponsored Project or IRB Application are fully detailed in the associated BSP(s). Random reviews will be performed by the Biosafety Office, and grant/protocol material may be requested for review at that time. A title may be added to an existing approved protocol only if the research project agents, operations, procedures,equipment, locations, and personnel remain the same. If there are any changes required to cover this study, amend the BSP to reflect the changes using the following questions.
	1.  List grant/study titles associated with this application:
	Grant/Info.Ed./IRB/CCRI#:
	Funding Agency:

	     

	     
	     

	List additional BSPs required to cover the biological agents and manipulations, operations, personnel and locations described in the grant/study title shown above.

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

	     
	     
	     

	     
	     
	     


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

	     

	     
	     
	     

	List additional BSPs required to cover the biological agents and manipulations, operations, personnel and locations described inthe grant/study title shown above.

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

	     
	     
	     

	     
	     
	     


2. Are there any changes in project location (i.e. relocating, termination)?  If yes please list.
 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
NOTE: If adding new locations, you will need to schedule an inspection of the new location after the area has been set-up and prior to starting work. 
	Add
	Remove
	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 



3. Are you leaving the Institution? 









 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No

· Would you like to inactivate this protocol?






 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No



If yes, please indicate the date the inactivation should go into effect:      
· Would you like to transfer this protocol to a different PI?




 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No



If yes, please indicate the date the transfer should go into effect:      


And complete the section below:
	NOTE:  Prospective Principal Investigator must be copied on the email submission of this form.

	New PI Name:

     
	Department:

     
	New PI’s  Phone Number:

     
	Emergency Contact Name: 

     
	Emergency Contact’s Phone Number:

     

	State the prospective PI’s previous work experience with the agents/materials specified in this protocol below:





4. Are there any new personnel/staff to be added?  If yes, complete the following sections.

 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No

	List new individuals (including the PI, collaborators, technicians, post docs, graduate students, work-study students, volunteers, etc.) physically working on the research proposed in this application or that may be exposed to the research materials (Note: Clinical Sub-investigators that are NOT supervising those conducting research and do NOT handle the samples, but only perform “standard of care” duties should not be listed below. 

	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 



5. Are there any personnel/staff to be removed?  If yes, please list below.



 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
	Name(s)
	Name(s)

	1.      
	3.      

	2.      
	4.      


6. Are there any changes in agents?








 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No

If yes, please describe the change below. If there are multiple changes, separate each change by paragraph.

NOTE: Provide specific details (ie. animal/bacterial strain names, cell line names) and attach additional documents if necessary (i.e.vector maps, MSDS). 
	Recombinant and Synthetic Nucleic Acid Molecules (e.g., bacterial/mammalian expression plasmids, replication incompetent viral vectors, chemically synthesized nucleic acid molecules) (Complete the rDNA table and questions). 
Provide answers in the table for question #7

	Human & Non-Human Primate Material (e.g., blood, fluids, tissues, primary/established cell lines)

     


	Microorganisms/Potentially Infectious Material (e.g., viruses, bacteria, yeast, fungi, parasites, prions)

     


	Whole Animals/Animal Material (e.g., introduction of biologicals/chemicals into animals, use of animal cell lines and/or tissues, creating transgenic animals, breeding transgenic animals, exposing animals to recombinant DNA, or purchasing/obtaining transgenic animals from a commercial vendor or collaborator)
     


	Biological Toxins (e.g., cholera toxin, pertussis toxin, diphtheria toxin, tetrodotoxin) 

     


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

     


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

     


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

     



	7. Use the table below to describe your rDNA experiments
	

	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):     


	7.1
	Have you provided restriction/vector maps for each vector listed above to the Biosafety Office?

Example:
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o

oot




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

     
	 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No*

	7.2
	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*

	7.3
	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

	7.4
	Are any of the recombinant viruses replication competent?  

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

     

	 FORMCHECKBOX 
Yes*    FORMCHECKBOX 
No

	7.5
	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)


8. Are there any changes in laboratory procedures (i.e. new technique, new equipment)?  

 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No


If yes, please summarize below or attach revised laboratory specific SOPs.

	     


9. 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 that will be used to reduce the risk of exposure for each procedure (e.g. use of biosafety cabinet, face shield, self-sheathing needles).
	     


	PRINCIPAL INVESTIGATOR’S ASSURANCE

	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.

	     
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 as Amend_PI name (First, Last) and submit electronically to Biosafety@augusta.edu***



8. 
FOR BIOSAFETY OFFICE USE ONLY:


(Date Stamp)























BSP#: 








NIH Section: 


   








Amendments must be approved by the IBC prior to initiation of the modified protocol.


If you have any significant changes in procedures and/or biological materials  please submit a new full application. NOTE: If an initial review of the amendment indicates that an adequate risk assessment cannot be performed, you may be asked to submit additional information or a new full application.


Complete this form electronically (must be typed) and save as Amend_PI name (First, Last). Example: Amend_JohnDoe


Submit the electronic documents to the � HYPERLINK "mailto:biosafety@augusta.edu" �biosafety@augusta.edu� email account. To authenticate, the PI must send from his/her University email account/mailing address or the preparer must copy the PI in the email.








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/� 








1

