
Institutional Biosafety Committee (IBC)

 When to Amend Your Biosafety Protocol
The Initial Biosafety Protocol (BSP) application process collects detailed information on the biological materials that will be handled in the laboratory and the procedures that will be used to reduce risk of exposure to those materials.  Once the initial application is reviewed and approved by the Biosafety Office and/or the IBC, that approval is valid for three years, at which time the Principal Investigator (PI) is required to submit a new application.  
In the meantime, PIs must amend their protocol as needed to reflect changes in grants/studies, personnel, locations, agents and standard operating procedures (SOPs).  
In addition to the specific “when to amend” guidance provided below, investigators should conduct a risk assessment of any changes in their laboratory.  Please consult with the Biosafety Office if there are changes in biological materials or in procedures or experimental design that may pose an increased risk to the research team, Augusta University, the greater Augusta Community, or the environment.  
Standard Operating Procedures (SOPs)

A complete BSP application includes SOPs that outline the safety procedures for the laboratory.  Investigators may elect to use the General Laboratory SOPs developed by the Biosafety Office, general SOPs developed in the laboratory, and/or agent/experiment specific SOPs.  Changes to these SOPs must be submitted to the Biosafety Office prior to implementing any procedural changes.  
Grant/Study Titles

When new grants or studies involving biological materials are submitted to Division of Sponsored Program Administration (DSPA) or to the Institutional Review Board (IRB), those studies must also be added to the corresponding BSP.  If the new grants/studies involve the use of new biological agents or experiments, that information must be included in the amendment.    
Locations
Investigators must notify the Biosafety Office of the addition or removal of locations where research will be conducted with biological materials.  This includes the use of Core Laboratories.
Personnel

Investigators must notify the Biosafety Office of the addition or removal of research personnel, including volunteers, students, and visitors that will be working in the laboratory.  

Recombinant and Synthetic Nucleic Acids 
The NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules (NIH Guidelines) require that investigators submit an initial protocol and any subsequent changes for IBC review and approval when conducting research that is subject to the NIH Guidelines.  Researchers should consider the following questions when evaluating the need to amend an existing protocol:  
1. Does the proposed experiment involve a new vector system or vector backbone (i.e. AAV8, lentivirus, bacterial plasmid) that has not been previously reviewed and approved by the IBC?  

2. Will the tropism/pseudotype/envelop protein (i.e. VSV pseudotyped) of the recombinant agent be altered?

3. Are any of the new inserts/gene products expected to have toxic or oncogenic effects?

4. Do any of the new inserts/gene products include genome editing technology (i.e. CRISPR/Cas9)?
5. Will there be a change in the source of the recombinant agent (i.e. viral particles previously obtained from a commercial vendor, propose to begin packaging virus in an Augusta University laboratory)?
6. Will there be a change in the target cell or organism (i.e. established human cell lines, immunodeficient mice, etc.)?  
A BSP amendment is required if the answer to any of the questions above is “Yes.”  If the only proposed change is a new insert/gene product that does not include gene editing technology and is not expected to have toxic or oncogenic effects, then no amendment is needed.  

Human and Non-Human Primate Material

During the initial BSP review, a risk assessment is conducted based on the type and source of human or NHP (non-human primate) material that will be used.  The Biosafety Office and/or the IBC consider whether the material is human or NHP, primary material or established cell lines, from healthy subjects or from sources known to be infectious, and whether any central nervous system (CNS) material is involved.  Experimental procedures with increased potential for exposure to bloodborne pathogens (i.e. use of sharps, generation of aerosols) are also considered.  Addition of the same types of material (i.e. additional commercial human cancer cell lines) do not require an amendment; this information can be captured during the three year renewal process.  The following changes do require an amendment:

1. Experiments involving a new type of material (i.e. previously approved for work with established human cancer cell lines, propose to begin work with primary human tumor specimens or with NHP specimens or cell lines) 
2. A change in the source of the material (i.e. previously approved for work with primary human material collected from healthy human research subjects, propose to begin work with specimens collected from a patient population known to be infectious)
3. The addition of central nervous system (CNS) tissue from either humans or NHPs
4. The addition of experimental procedures with increased risk of exposure to bloodborne pathogens (i.e. use of sharps, generation of aerosols)

5. The addition of experiments that expose research animals to human or non-human primate material (i.e. xenographs)
Microorganisms

Investigators must amend their BSP to reflect any changes in the microorganisms (virus, bacteria, fungi, prions) used or stored in their laboratory, with one exception: the addition of new E. coli K12 derivatives used for cloning can be captured at the time of three year renewal.     

Whole Animals and Animal Material
The use of biological materials described in an Animal Use Protocol (AUP) must correspond to the experiments described in the PI’s BSP.  Investigators are required to amend their BSP when they have any of the following changes to their AUP:

1. The introduction of human/NHP material, microorganism, biological toxin or recombinant nucleic acid material (including genetically modified cell lines) into research animals

2. The generation of a new genetically modified animal (this does not include crossing of existing strains unless ABSL2 containment is required) 
3. The purchase or generation of humanized mice
Biological Toxins

Investigators must amend their BSP to reflect any changes in the biological toxins used or stored in their laboratory. 
Nanoparticles

Investigators must amend their BSP for the use of nanoparticles, or for the use of nanoparticle to deliver biological materials.

Arthropods

Investigators must amend their BSP for the addition of any genetically modified arthropods.  The addition of any wildtype arthropods can be captures at the three year renewal.

Plants

Investigators must amend their BSP for the addition of any toxic/poisonous or genetically modified plants.  The addition of any wildtype or non-hazardous plants can be captured at the three year renewal.
