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Institutional Biosafety Committee (IBC)

Biological Safety Protocol (BSP) Application Checklist


Submission of a BSP is required to obtain Institutional Biological Safety Committee (IBC) approval.  The following agents require IBC approval prior to bringing them to campus or initiating research involving their use:
	· Recombinant DNA (exempt and non-exempt) (e.g. viral vectors, plasmids, transgenic mice)

· Use of CDC/USDA regulated Select Agents/Toxins

· Shipping/extramural transport of biological materials

· Potentially infectious microbial agents

· Human gene transfer/therapy

· Large scale cultures > 10 liters at any one time

· Mammalian cells, cell lines, tissues, fluids, organs or cultures requiring > BSL-2 containment (e.g., human and non-human primate materials)

· Use of biological materials/high hazard chemicals (e.g., chemotherapy agents) in association with animals
· The use of toxins of biological origin with an LD 50 <100ug/kg of body weight (e.g. pertussis toxin, diphtheria toxin, tetrodotoxin) or poisonous, toxic or venomous plants, animals or insects 


If your research requires IBC approval (see list above, or contact the Biosafety Office if you are uncertain), below is a checklist to guide you through the process of obtaining IBC approval.  Highlighted in red are the approximate timeframes for each step.  If you have any questions or concerns, please contact the Biosafety Office at biosafety@augusta.edu, or 706-721-2663.
	1.
	Complete the BSP Application/Amendment form found at  https://www.augusta.edu/services/ehs/biosafe/ibc/apps.php
· If this is your first time filling out an application, complete the FULL application.

· If you would like to amend an existing application, complete the AMENDMENT form. 
· 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.
· If you have an existing BSP, but will need to make significant changes to your protocol, complete a new FULL application.

	2.
	Submit the application to the Biosafety Office email account biosafety@augusta.edu
· Note: If your BSP will require Full IBC review, it must be submitted by the 1st of the month for review during that month’s meeting. 

· You will receive a “Confirmation of Receipt” email from the Biosafety Office 
· The Biosafety Office will pre-review the application and correspond with you regarding any personnel training requirements, edits to the application and to request that you schedule a Laboratory Assistance Visit (LAV), if needed. (The Biosafety Office will respond within 1 week from date of application submission)

	3.
	Address the pre-review concerns and resubmit the edited documents to the Biosafety Office biosafety@augusta.edu 

· Note: The application will be on hold and not sent to the Committee for review until the pre-review concerns are addressed and/or received. (This timeframe is dependent upon the PI).

       Meaning that:

· All on-line training requirements will need to be completed and didactic courses attended or scheduled, if needed.

· All edits requested in the pre-review email will need to be addressed and the revised documents sent to the Biosafety Office, if needed.

· If an LAV is required, the LAV will need to be completed or scheduled.

· Once you have addressed the pre-review concerns, you will receive an email that will tell you the review track (Full Committee or Subcommittee – Expedited Review) your BSP will follow.

· Clinical or Basic Subcommittee Review (Expedited) – (Allow the Committee 5 business days to review). After Subcommittee review, you will receive an email indicating the status of the review, either:

· Approval, 

· Approval with Stipulations 

· Recommendation for Full Committee review, or

· Tabled for further information and re-submission.

· Full Committee Review (Occurs on the third Wednesday of every month). 
Note: PIs are invited and encouraged to attend the Full Committee meetings in order to directly address concerns. After Full Committee review, you will receive an email indicating the status of the review, either:

· Approval, 

· Approval with Stipulations, or 

· Tabled for further information and re-submission

· If approved, skip to Step #5.

· If approved with stipulations, go on to Step #4.

· If recommended for Full Committee review, you will receive an invitation to the next Full IBC meeting. 

	4.
	Completion of stipulations of approval. Address concerns and email edited documents to biosafety@augusta.edu
· Note: The IBC will return this application with “no action” if the required stipulations are not completed within two months of receipt of the email notification. (This timeframe is dependent upon the PI, but cannot exceed two months).

	5.
	Receipt of Approval Memo (electronically) to allow you to initiate experiments.

	6.
	Receipt of the official, signed Approval Memo and Registration electronically. 


PROCESS COMPLETE!
