Biological Use Authorization (BUA)
Form 1: Project Registration and Principal Investigator Form			BUA #______
											      (Office use only)
	Section 1.

	[bookmark: Text1]1. Project Title:     

	[bookmark: Text2]2. PI Name:     
	Title:
	[bookmark: Text3]     

	[bookmark: Text6]Department:     
	Phone:
	[bookmark: Text4]     

	[bookmark: Text7]Building:     
	Room:
	[bookmark: Text5]     

	[bookmark: Text8]E-mail address:     
	Fax:
	[bookmark: Text9]     

	[bookmark: Text18]3. Co-investigator Name:     
	Title:
	[bookmark: Text10]     

	[bookmark: Text19]Department:     
	Phone:
	[bookmark: Text11]     

	[bookmark: Text20]Building:     
	Room:
	[bookmark: Text12]     

	[bookmark: Text21]E-mail address:     
	Fax:
	[bookmark: Text13]     

	[bookmark: Text22]4. Lab Contact Name:     
	Title:
	[bookmark: Text14]     

	[bookmark: Text23]Department:     
	Phone:
	[bookmark: Text15]     

	[bookmark: Text24]Building:     
	Room:
	[bookmark: Text16]     

	[bookmark: Text25]E-mail address:     
	Fax:
	[bookmark: Text17]     

	Section 2.

	Laboratory Personnel (Including PI, Students, etc.)
	Training Received

	Name:
	Phone:
	Biosafety
	Bloodborne Pathogens
	Medical Waste

	[bookmark: Text26]     
	[bookmark: Text30]     
	|_|
	|_|
	|_|

	[bookmark: Text27]     
	[bookmark: Text31]     
	|_|
	|_|
	|_|

	[bookmark: Text28]     
	[bookmark: Text32]     
	|_|
	|_|
	|_|

	[bookmark: Text29]     
	[bookmark: Text33]     
	|_|
	|_|
	|_|

	Section 3.

	Authorized Lab Locations/Room Usage

	Building
	Room #
	Shared Room Y/N
	Biosafety 
Level 
for 
each 
room
(BL1, BL2, BL3)
	[bookmark: Text49]Storage 
	[bookmark: Text56]Research
	[bookmark: Text57]Biosafety Cabinet
	[bookmark: Text58]Autoclave
	Medical Waste
[bookmark: Text59]
	Animal
 

	[bookmark: Text46]     
	[bookmark: Text47]     
	[bookmark: Text48]     
	[bookmark: Text109]     
	[bookmark: Check119]|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	[bookmark: Text50]     
	[bookmark: Text52]     
	[bookmark: Text54]     
	     
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	[bookmark: Text51]     
	[bookmark: Text53]     
	[bookmark: Text55]     
	     
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	[bookmark: Text67]     
	[bookmark: Text64]     
	[bookmark: Text61]     
	     
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	[bookmark: Text68]     
	[bookmark: Text65]     
	[bookmark: Text62]     
	     
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	[bookmark: Text69]     
	[bookmark: Text66]     
	[bookmark: Text63]     
	     
	|_|
	|_|
	|_|
	|_|
	|_|
	|_|

	Is IACUC or IRB Approval also being sought in association with this BUA?
	[bookmark: Check120][bookmark: Check121]|_|IRB  |_|IACUC


[bookmark: _Toc117310020]


Biological Use Authorization (BUA)
Form 2A: Recombinant DNA Form						      

	Section 1:

	Please indicate "Yes/No" for each of the statements below
	Yes
	No

	1. The DNA/RNA to be cloned:

	     1A. Represents more than two-thirds of the genome of a RG1 organism.
	|_|
	|_|

	     1B. Encodes a known oncogene.
	|_|
	|_|

	     1C. Encodes a known toxin.
	|_|
	|_|

	2. The viral vector to be used will generate an infectious virus.
	|_|
	|_|

	3. This protocol will be submitted to the NIH for human gene transfer approval.
	|_|
	|_|

	Section 2.

	[bookmark: _Toc117310021]Host/vector/gene information
	RG1
	RG2
	RG3

	[bookmark: Text122]2A. Hosts:      
	|_|
	|_|
	|_|

	[bookmark: Text123]2B. Vectors:      
	|_|
	|_|
	|_|

	[bookmark: Text124]2C. Genes to be cloned:      
	|_|
	|_|
	|_|

	[bookmark: Text125]2D. DNA/RNA source:      
	|_|
	|_|
	|_|

	Section 3.
	

	The project will be conducted at Biosafety Level (check appropriate level or levels)

	Biosafety Level
	Animal Biosafety Level
	Plant Biosafety Level

	BL1
	[bookmark: Check123]|_|
	ABL1
	|_|
	PBL1
	|_|

	BL2
	[bookmark: Check124]|_|
	ABL2
	|_|
	PBL2
	|_|

	BL3
	[bookmark: Check125]|_|
	ABL3
	|_|
	PBL3
	|_|

	Section 4.

	1. Target recipient of recombinant DNA (indicate species or cell lines used)

	[bookmark: Text117]Animals:     
	[bookmark: Text120]Plants:     

	[bookmark: Text118]Tissue/Cell Culture:     
	[bookmark: Text121]Other:      

	[bookmark: Text119]Gene therapy: (human, animal, DNA, vaccine, etc.)     
	

	[bookmark: Text110]2. Will a deliberate attempt be made to express the gene encoded in the rDNA?  If yes, what gene product will be produced?     








Biological Use Authorization (BUA)
Form 2B: Recombinant DNA Form						      

Check the appropriate registration section(s) requested. Go to: NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules for more information.

III-A.	Experiments That Require Institutional Biosafety Committee Approval, RAC Review, and NIH Director Approval before Initiation. 

|_|  	Deliberate transfer of drug resistance traits to microorganisms that are unknown to acquire the trait naturally, if such acquisition could compromise use of the drug to control disease agents in humans, veterinary medicine or agriculture. 

III-B.	Experiments That Require NIH/ORDA and Institutional Biosafety Committee Approval before Initiation. 

|_|  	Experiments Involving the Cloning of Toxin Molecules with LD50 or Less than 100 Nanograms Per Kilogram Body Weight. 

III-C.	Experiments That Require Institutional Biosafety Committee and Institutional Review Board Approvals and NIH/ORDA Registration before Initiation. 

|_|  	Experiments Involving the Deliberate Transfer of Recombinant DNA or DNA or RNA Derived from Recombinant DNA into One or More Human Subjects (Please submit completed Appendix M- I, Submission Requirements - Human Gene Transfer Experiments of the NIH Guidelines, along with this document.) 

III-D.	Experiments That Require Institutional Biosafety Committee Approval before 	Initiation. 

|_| 	1. Experiments Using Risk Group 2, Risk Group 3, Risk Group 4 or Restricted Agents as Host-   	Vector Systems. 
|_|	 2. Experiments in which DNA from Risk Group 2, Risk Group 3, Risk Group 4 or Restricted 	Agents is Cloned into Nonpathogenic Prokaryotic or Lower Eukaryotic Host-Vector 	Systems. 
|_| 	3. Experiments Involving the Use of Infectious DNA or RNA Viruses or Defective DNA or RNA 	Viruses in the Presence of Helper Viruses in Tissue Culture Systems. 
|_| 	4. Experiments Involving Whole Animals 
|_| 	5. Experiments Involving Whole Plants 
|_| 	6. Experiments Involving More than 10 Liters of Culture. 

III-E.	Experiments That Require Institutional Biosafety Committee Notice Simultaneous with Initiation. 

|_|	Experiments Involving the Formation of Recombinant DNA Molecules Containing No More Than Two-Thirds of the Genome of Any Eukaryotic Virus.
|_|	Experiments Involving Whole Plants 

III-F.   Exempt Experiments

|_| 	Experiments that are Exempt from the NIH Guidelines.

Biological Use Authorization (BUA) 
[bookmark: _Toc117310022]Form 3A:  Infectious Agents and Toxins
						
	Section 1.

	Please indicate "Yes/No" for each of the statements below.
	Yes
	No

	1. I am working with a known or suspected animal pathogen.
	[bookmark: Check52]|_|
	[bookmark: Check53]|_|

	2. I am working with a Risk Group 1 organism and producing more than 10 liters of culture.
	[bookmark: Check54]|_|
	[bookmark: Check55]|_|

	3. I am working with a Risk Group 2 or Risk Group 3 organism (including replication-defective agents).
	[bookmark: Check56]|_|
	[bookmark: Check57]|_|

	4. I am obtaining, receiving, or handling, for research purposes, any of the following human or non-human primate

	4A. Tissue, including scrapings, secretions, body fluids, bones or teeth.
	[bookmark: Check58]|_|
	[bookmark: Check59]|_|

	4B. Organ culture or primary cell line.
	[bookmark: Check60]|_|
	[bookmark: Check61]|_|

	4C. Established cell line.
	[bookmark: Check62]|_|
	[bookmark: Check63]|_|

	4D. Blood or blood products such as serum, plasma or cell preparations
	[bookmark: Check64]|_|
	[bookmark: Check65]|_|

	5. I am working with toxins known to affect humans and/or animals.
	[bookmark: Check66]|_|
	[bookmark: Check67]|_|

	Section 2.

	If you answered "Yes" to any of the above statements, please list below and indicate their source and Risk Group/Biosafety Level. (Note:  If you will be drawing, processing, using, working with or storing: human/non-human primate blood or blood products; unfixed tissues; body fluids; organ or cell cultures, write the name(s) of the potential bloodborne pathogens, and enter "2" for the Biosafety Level.)

	Agent/toxin
	Source
	BL1
	BL2
	BL3

	[bookmark: Text80]     

	[bookmark: Text82]     
	[bookmark: Check69]|_|
	[bookmark: Check70]|_|
	[bookmark: Check71]|_|

	[bookmark: Text81]     

	[bookmark: Text83]     
	[bookmark: Check72]|_|
	[bookmark: Check73]|_|
	[bookmark: Check74]|_|

	[bookmark: Text84]     

	[bookmark: Text85]     
	[bookmark: Check75]|_|
	[bookmark: Check76]|_|
	[bookmark: Check77]|_|

	[bookmark: Text86]     

	[bookmark: Text87]     
	[bookmark: Check78]|_|
	[bookmark: Check79]|_|
	[bookmark: Check80]|_|

	CDC Select Agents:  Please indicate "Yes/No" for the statement below.
	Yes
	No

	I will be using, storing, shipping or receiving one or more of the CDC designated “Select Agent or Toxin.”  A list of the CDC Select Agents/Toxins is included in Appendix C of the Auburn University Biological Safety Manual.  If you indicate "Yes,” you must complete the form included in Appendix C and submit it with this application.
	[bookmark: Check84]|_|
	[bookmark: Check85]|_|





Biological Use Authorization (BUA)
Form 4:  Project Summary	

	

	Summary:  In each section, please describe your research in a way that will be understood by someone in another field. 

	[bookmark: Text90]1. Project Goal(s)/Purpose:     

	2. Experimental Procedures:     

	[bookmark: Text111]3. Containment to be used (including BSC):     

	[bookmark: Text112]4. Protective Equipment to be used (including Lab Coats, Glasses, Goggles, Glove Types):     

	[bookmark: Text113]5. Transportation Methods (if applicable):     

	[bookmark: Text114]6. Decontamination Methods:      

	[bookmark: Text115]7. Waste Disposal:     

	[bookmark: Text116]8. Spill/Emergency Procedures:     











Biological Use Authorization (BUA)
Form 5:  Agents Requiring Health Surveillance and/or Immunization Programs

If you are working with any of the agents listed below, you must consult with RMS at (344) 844-4870 on the development of an appropriate health surveillance and/or immunization program.  

	Section 1:

	Agent/Program
	Details
	Yes
	No

	Bloodborne Pathogen (BBP)
	HBV vaccination/declination and post-exposure follow-up and treatment at no cost to the employee, vaccination record retention by the PI, universal precautions, initial BBP training and annual retraining 
	[bookmark: Check98]|_|
	[bookmark: Check99]|_|

	Q-Fever
	Annual medical exams, serologic testing, vaccine use when available, respiratory protection, training
	[bookmark: Check100]|_|
	[bookmark: Check101]|_|

	Orthopoxviruses (vaccinia and others)
	Medical screening, vaccination and contraindication awareness, training
	[bookmark: Check102]|_|
	[bookmark: Check103]|_|

	Prion Research
	Training and special procedures for exposure reporting, decontamination and records handling
	[bookmark: Check104]|_|
	[bookmark: Check105]|_|

	Cercopithecine Herpesvirus-1 (Herpesvirus simiae)
	Post-exposure follow-up and treatment at no cost to employee, training
	[bookmark: Check106]|_|
	[bookmark: Check107]|_|

	Health History Form
	Completed
	[bookmark: Check110]|_|
	[bookmark: Check111]|_|

	Section 2:

	Please provide a one paragraph description of your health surveillance and/or immunization program.  Has RMS been consulted?  

	[bookmark: Text108]     




Biological Use Authorization (BUA)
Form 6:  PI Certification 								

Principal Investigator's Certification:

By signing below, I certify that I have read the following statements and agree that I and all participants will abide by these statements and all Auburn University policies and procedures governing the use of recombinant DNA, infectious agents, and other biological materials, as outlined in this application and in the Auburn University Biological Safety Manual.  

I will:
1. Ensure that listed personnel have received or will receive appropriate training in safe laboratory practices and the procedures for this protocol before any work begins on this project and at least annually thereafter.  In addition, all listed personnel who have occupational exposure to bloodborne pathogens will attend annual bloodborne pathogen training sessions conducted by RMS.
2. Follow the health surveillance practices as approved for this protocol and inform those working on the protocol about appropriate emergency assistance information for their location(s).
3. Inform RMS of any research-related accident or illness as soon as possible after its occurrence.
4. Submit in writing a request for approval from the IBC of any significant modifications to the study, facilities or procedures.  Contact RMS for information.
5. Adhere to the Auburn University biosafety guidelines referred to in this application.
6. Ensure that all animal use will follow Auburn University Institutional Animal Care and Use Committee policy. 
7. Ensure that all biohazardous waste or sharps waste will be handled in accordance with RMS medical waste guidelines.
8. Ensure all use of recombinant DNA/RNA, infectious agents or toxins, humans, or non-human primates or their tissues or cell lines will be performed in accordance with Auburn University Institutional Review Board for Use of Human Subjects in Research policy.  

	
Signature, PI:
	
Date:

	
Signature, Department Chairperson:
	
Date:

	
Signature, Shared Space PI:
	
Date:



For IBC Use Only
	|_|    IBC Approval
Signature, IBC Chairperson:
	Date:

	
BSO Review Initials:
	
Date:



**Submit completed forms with all signatures electronically to Biosafety@auburn.edu
AU Biological Use Authorization
DNA/RNA
	Rev: 07/2021

