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	I. PI and Protocol Information

	1. 
	PI Name:      
Email      
	PI phone:      

	2. 
	Study Coordinator’s name: 
Email      
	Coordinator phone: 

	3. 
	Current CBSP # 
	

	4. 
	IRB (i.e. NCI, WIRB, IRB A): 
	IRBNet Number: 

	5. 
	Oncore Protocol Number: 
	Short Protocol Title:  

	6. 
	Full Protocol Title:  

	7. 
	Check all that apply: 
What is this study?

 New human subjects research application
 Continuation/Annual Renewal

 Amendment to an existing study (please complete ONLY the information that has changed)
      Other, Specify (i.e. Transfer, Inactivate):


	II. Biological Materials Information 

	1. 
	Describe the research subject population, including health status (i.e. healthy adults not known to be infected, head and neck cancer patients, HIV positive patients from ID clinic): 



	2. 
	Will biological materials be introduced into human subjects (i.e. animal materials, human materials, genetically modified materials, microbes or toxins)?
*If yes, answer the following questions below:
	 *Yes

	 No

	3. 
	List all biological materials that human subjects will be exposed to:

     

	4. 
	Describe any manipulations that will be performed on this material prior to introduction into humans:

     

	5. 
	Describe any safety tests or pathogen screening which will be performed on these cells/tissues prior to delivery into humans:

     

	6. 
	Will specimens be collected from human research subjects?

*If yes, answer the following questions below:
	 *Yes

	 No

	7. 
	List all of the biological materials that will be collected in this study (i.e. blood, tissues, organs or other bodily fluids).

     
Please indicate which microorganisms or potentially infectious material (other than HepB/HepC) may be present in the biologicals collected for this study (i.e. Candida, HPV, HIV, etc.)       

	8. 
	What will be the source of the collected biological materials (check all that apply)?

 Specimens collected as standard of care 
 Specimens collected for research purposes only
 Tissue banks/repositories

 Discarded waste specimens
      Other, Specify:

	9. 
	List all locations (building and room number) where work pertaining to this study will be performed in the table below:

	10. 
	Specimen Collection
(i.e. BA 2109)
	Specimen Processing/Analysis

(i.e. CA1135)
	Specimen Storage
(i.e. Freezer in BF4320)

	11. 
	     
	     
	     

	12. 
	Standard Operating Procedures (SOPs) – indicate the SOPs that will be followed in your laboratory (check all that apply):

	13. 
	Standard operating procedures for collection/processing developed by the Biosafety Office (available on the Biosafety webpage)
	 FORMCHECKBOX 


	14. 
	Standard operating procedures for collection/processing from a previously approved Biosafety Protocol (please list):


	 FORMCHECKBOX 


	15. 
	Modified or newly developed SOPs (must be submitted for review with this application)
	 FORMCHECKBOX 


	16. 
	Will you be shipping or transporting any biological materials off-site?
	Yes
	 No

	17. 
	Did this human material originate outside of the United States? 

*If yes, a CDC Etiologic Agent Import Permit (www.cdc.gov/od/eaipp/) may be required. The Biosafety Office can assist you in determining permit requirements. 

If permit(s) have already been obtained, submit a copy to with this application.
	 *Yes

	 No


	III. Research Team Information 

	This section refers to your Study Team Membership as listed in the IRB Core Protocol Smartform.  Please list all members of your Research Study Team who will be involved in the collection of/ exposure to biological materials. Do not include sub-investigators who are ONLY providing standard of care treatment or obtaining informed consent

	 Add or remove 
	Last Name, First Name
	Email Address
	Credentials/Degrees
	Role

(select all that apply)

	Add

Remove
	     ,       
	     
	     
	Principal Investigator

	Add

Remove
	     ,       
	     
	     
	Principal Investigator 

	Add

Remove
	     ,       
	     
	     
	Collection of/Exposure to Biological Materials. 

Shipping Biological Materials
     Other specify:  

	Add

Remove
	     ,       
	     
	     
	Collection of/Exposure to Biological Materials. 

Shipping Biological Materials
     Other specify:  

	Add

Remove
	     ,       
	     
	     
	Collection of/Exposure to Biological Materials. 

Shipping Biological Materials
     Other specify:  

	Add

Remove
	     ,       
	     
	     
	Collection of/Exposure to Biological Materials. 

Shipping Biological Materials
     Other specify:  

	Add

Remove
	     ,       
	     
	     
	Collection of/Exposure to Biological Materials. 

Shipping Biological Materials
     Other specify:  

	Add

Remove
	     ,       
	     
	     
	Collection of/Exposure to Biological Materials. 

Shipping Biological Materials
     Other specify:  


	IV. 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.

	  

  

Printed or Typed Name of Person Completing This Form
Date

 (     )      

(     )      

 

Phone number
Fax number
E-mail address (optional)

     
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 PI name (First, Last) and submit electronically to biosafety@augusta.edu***
The IRBNet # must be in the subject line of the email


FOR BIOSAFETY OFFICE USE ONLY


(Date Stamp)





BSP #





Study #





�





Clinical Biosafety Protocol (BSP) Application








For assistance completing this form, contact:


Biosafety Office


Email:   biosafety@augusta.edu


Phone: 706-721-2663


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





READ  ALL INSTRUCTIONS:


Submit the electronic document to the � HYPERLINK "mailto:biosafety@augusta.edu" �biosafety@augusta.edu� email account (The IRBNet # must be in the subject line of the email)


Upload the application into IRBNet as part of your packet.


To authenticate, the PI must send from his/her University email account/mailing address or the preparer must copy the PI in the email. Our office will not process the application without authentication.
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