Texas Woman's University
BSL1 & Exempt R/S NA BSL-1 Biosafety Review Form 
	The Office of Research & Sponsored Programs (ORSP) and the Institutional Biosafety Committee (IBC) have been charged to review, approve, and maintain documentation on all protocols involving biohazardous agents in accordance with NIH guidelines. 
	“Biohazardous Agents” means any microorganism (including, but not limited to, bacteria, rickettsia, fungi, viruses, protozoa, parasites, and prions), virus, infectious substance, or toxins of biological origin, or any naturally occurring, bioengineered, or synthesized component (such as recombinant/synthetic nucleic acids) of any such microorganism or infectious substance which are biological in nature and capable of producing deleterious effects upon humans, animals, plants, or the environment.  
	“Recombinant DNA or Synthetic Nucleic Acid (r/s NA)” means research joining natural or synthetic DNA/RNA segments outside the cell that can then be introduced and replicated in a living cell and includes derivatives that occur upon replication.
If you ONLY work with blood/OPIM, do NOT complete this form. Refer to the TWU Bloodborne Pathogens webpage for information on the requirements of the Bloodborne Pathogens program (including, but not limited to, annual training and offering of the Hepatitis B vaccine.
	This form contains questions used to determine how the NIH Guidelines may be relevant to your research and the biosafety containment and practices that are required. 
This form is due once, and then the annual continuation form is submitted annually thereafter. Email the completed form to ORSP (Lbyford@twu.edu). 
	Special note: If your research does NOT involve R/S NA, biological agents, or any potentially biohazardous materials and you answered “no” to every question you do not need to submit any form. If you work with non-R/S NA BSL-1 organisms or R/S NA BSL-1 biological agents that are exempt from NIH guidelines, please email this completed form to ORSP (research@twu.edu). You only need to file the form one time, unless changes to your research projects would result in a “yes’ answer to any question on the form. In that case, you would need to update the form and return it to the ORSP.

	If you work with any biohazardous agents that require Biosafety Level 2 containment, OR if you work with R/S NA BSL-1 agents that are NOT exempt from NIH Guidelines, DO NOT COMPLETE THIS FORM! You must complete the BSL-2 &/Or Non-exempt R/S NA Biosafety Review Form: this requires IBC review and approval. This form is available at https://twu.edu/research/compliance/institutional-biosafety-committee. It also requires an annual continuation form to ensure compliance with NIH Guidelines.       
	These links may be helpful in determining the Risk Group of your research materials, the appropriate Biosafety Level, and whether your research is exempt under the NIH Guidelines. If you have any questions about the form or the status of your lab, please contact ORSP (LByford@twu.edu) or EH&S (ehs@twu.edu).
· https://osp.od.nih.gov/wp-content/uploads/NIH_Guidelines.pdf
· https://www.cdc.gov/labs/BMBL.html 
· http://www.aphis.usda.gov
· https://www.selectagents.gov/sat/list.htm 


BSL1& BSL-1 Exempt R/S NA Biosafety Review Form
1. PI Information
	Table 1. PI Information

	PI Name                         
	Email address
	Department

	

	
	



1a. Is this project part of a course or teaching lab?
	Yes
	
	No
	



	 If yes, 1b. What is the course number?
2.  Does your work involve any (non-recombinant) agents that are potentially infectious to animals or plants, including viruses, bacteria, fungi or parasites? 
	Yes_____	No_____
If yes, 2a. Complete Table 2a.
	Table 2a. Infectious Agents

	Infectious agent
	Comments (e.g. strain, modifications)
	*BSL
	Laboratory manipulations potentially increasing exposure          
(aerosol-generating procedures: centrifugation, vortexing, sonication, homogenizing, use of shaker for liquid cultures, flow cytometry, etc.; use of sharps, glassware; manipulations outside of primary containment)

	
	
	
	

	
	
	
	

	
	
	
	


(Add more rows to the table as needed or attach a copy of the table).
*If this work requires BSL 2, STOP! Do not complete this form!,
Complete the BSL-2/Non-exempt R/S NA Biosafety Review form for IBC review and approval. 

3. Does this work involve recombinant or synthetic nucleic acids (R/S NA) which are exempt under the NIH Guidelines?
	Yes, my work with R/S NA is exempt_____	
If yes, 3a. Mark the exemption that applies in Table 3a below.
	*No, my work with R/S NA is NOT exempt_____ 
*If no, STOP! Do not complete this form!
Complete the BSL-2/Non-exempt R/S NA Biosafety Review form for IBC review and approval.  
	N/A, I do not work with R/S NA _____



A full description of the common exemptions with exceptions can be found in Appendix C of the NIH Guidelines.
	Table 3a. Exemptions- Appendix C of NIH Guidelines

	☐     Section III-F-1
	Those synthetic nucleic acids that: (1) cannot replicate/generate nucleic acids that can replicate in any living cell, (2) are not designed to integrate into DNA, and (3) do not produce toxins lethal for vertebrates at an LD50 < 100ng/kg body weight. 

	☐     Section III-F-2
	Those that are not in organisms, cells, or viruses and that have not been modified or manipulated (e.g., encapsulated into synthetic or natural vehicles) to render them capable of penetrating cellular membranes.

	☐     Section III-F-3
	Those that consist solely of the exact recombinant or synthetic nucleic acid sequence from a single source that exists contemporaneously in nature.

	☐     Section III-F-4
	Those that consist entirely of nucleic acids from a prokaryotic host, including its indigenous plasmids or viruses when propagated only in that host (or closely related strain of same species), or when transferred to another host by well-established physiological means.

	☐     Section III-F-5
	Those that consist entirely of nucleic acids from a eukaryotic host including its chloroplasts, mitochondria, or plasmids (but excluding viruses) when propagated only in that host (or closely related strain of same species).

	☐      Section III-F-6
	Those that consist entirely of DNA segments from different species that exchange DNA by known physiological processes, though one or more of the segments may be a synthetic equivalent. See Appendices A-I through A-VI, Exemptions under Section III-F-6--Sublists of Natural Exchangers, for a list of natural exchangers that are exempt from the NIH Guidelines.

	☐      Section III-F-7
	Those genomic DNA molecules that have acquired a transposable element, provided the transposable element does not contain any recombinant and/or synthetic DNA.

	☐      Section III-F-8
	Those that do not present a significant risk to health or the environment. See Appendix C, Exemptions under Section III-F-8 for other classes of experiments which are exempt from the NIH Guidelines.

	☐      Section III-F-8/     Appendix C-I
	Certain recombinant or synthetic nucleic acid molecules that contain less than one-half of any eukaryotic viral genome when propagated and maintained in cells in tissue culture.

	☐      Section III-F-8/ Appendix C-II
	Escherichia coli K-12 host-vector systems, except those listed in Appendix C-II-A.

	☐      Section III-F-8/ Appendix C-III
	Saccharomyces cerevisiae or Saccharomyces uvarum host-vector systems, except those listed in Appendix C-III-A.

	☐      Section III-F-8/ Appendix C-IV
	Kluyveromyces lactis host-vector systems, except those listed in Appendix C-IV-A.

	☐      Section III-F-8/ Appendix C-V
	Bacillus subtilis or Bacillus licheniformis host-vector systems, except those listed in Appendix C-V-A.

	☐      Section III-F-8/ Appendix C-VI
	Extrachromosomal elements of gram positive organisms [see specific list of organisms in Appendix C-VI].

	☐      Section III-F-8/ Appendix C-VII
	The purchase or transfer of transgenic rodents for experiments that require BSL1 containment.

	☐      Section III-F-8/ Appendix C-VIII
	Generation of certain BSL1 transgenic rodents via breeding.

	☐      OTHER
	If not listed above, type exemption from NIH Guidelines here: 





4. Does this work involve any viral vectors?
Yes_____	No_____
If “yes”, 4a. Complete Table 4a.
*Note: If any viral vector requires BSL 2, STOP! Do not complete this form!
Complete the BSL-2/Non-exempt R/S NA Biosafety Review form for IBC review and approval. 
	Table 4a. Viral Vectors

	Vector system
	*BSL
	Replication Competent
Yes/No
	Helper Present
Yes/No
	Host Range

	☐  Adeno-associated viral (AAV) vector without helper virus
	BSL-1
	
	
	

	☐ Adeno-associated viral (AAV) vector with helper virus or if there is any potential for helper virus to be present
	BSL-2
	STOP! Do not complete this form!  
Complete the BSL-2/Non-exempt R/S NA form

	☐  Adenoviral vector
	BSL-2
	STOP! Do not complete this form! 
 Complete the BSL-2/Non-exempt R/S NA form

	☐ Epstein-Barr viral vector
	BSL-2
	STOP! Do not complete this form!  
Complete the BSL-2/Non-exempt R/S NA form

	☐ Herpesvirus vector
	BSL-2
	STOP! Do not complete this form! 
 Complete the BSL-2/Non-exempt R/S NA form

	☐  Lentiviral vector, 1st/2nd/or unknown generation
	BSL-2+
	STOP! Do not complete this form!  
Complete the BSL-2/Non-exempt R/S NA form

	☐ Lentiviral vector, 3rd generation
	BSL-2
	STOP! Do not complete this form!  
Complete the BSL-2/Non-exempt R/S NA form

	☐ Murine Leukemia Virus (MLV) 
	BSL-1 ecotropic MLV-replication incompetent
	
	
	

	
	BSL-2 amphotropic/pseudotyped MLV
	STOP! Do not complete this form! 
 Complete the BSL-2/Non-exempt R/S NA form

	☐ Other: 
	

	
	
	



5. Does this work involve transgenic plants?
	Yes
	
	No
	


	If yes, 5a. List all plants which will be used

	5b. Describe the procedure to create transgenic plants


	5c. Select the BSL
		☐ BL1-P                 ☐ BL1-P +    

		☐ BL2-P                 ☐ BL2-P + 
*Note: If any transgenic plant work requires BSL 2 OR is BSL-1 R/S NA that is NOT exempt from NIH Guidelines, STOP! Do not complete this form!
Complete the BSL-2/Non-exempt R/S NA Biosafety Review form for IBC review and approval.
	5d. Provide further information
	☐ Yes ☐ No   Is the recombinant plant a noxious weed?
☐ Yes ☐ No   Does the recombinant plant have recognized potential for detrimental environmental impact on managed or natural ecosystems?
☐ Yes ☐ No   Could this work reconstitute the genome of an infectious agent in a plant?
☐ Yes ☐ No   Contains an exogenous toxin?
5e. Does the recombinant DNA contain:
☐ A complete genome of a non-exotic infectious agent?
	Detail:
☐ The genome of an exotic infectious agent?
	Detail: 

5f. Detail procedures to prevent contamination of transgenic plant outside of the lab/designated greenhouse location:

6. Does this work involve any unfixed materials derived from humans or non-human primates? These materials include established cell lines, blood, other fluids, tissues, and primary cells.
	Yes_____	No_____
		
If yes, 6a. Specify unfixed human or non-human primate material(s) employed including specific name(s) or description(s) and Institutional Review Board (IRB) approval number if applicable in Table 6a. 
(Note: work with any unfixed human-derived material is at least BSL2, however, UNLIKE other areas directing you to STOP, you DO NOT HAVE TO COMPLETE the BSL-2/Non-exempt R/S NA Biosafety Review form if you do not work with BSL2 agents or non-exempt R/S NA other than blood or OPIM. You must, however, follow all the requirements of the TWU Bloodborne Pathogens program. Please note, this exemption does not apply to HeLa cells or other cell lines that have been transformed with a virus; these will still require submission of the BSL-2/Non-exempt R/S NA Biosafety Review form. 
	Table 6a. Unfixed Human or Non-Human Primate Materials

	Human or primate materials
	                      Comments (e.g. primary tissue, established cell line, known pathogens)
	IRB #

	Ex
	Human cell lines 
	HEK293 cell line and BxPC-3 pancreatic adenocarcinoma cell line
	NA

	
	Human body fluids
	 Including, but not limited to, blood and saliva collected from volunteers
	78901EP

	

	
	

	

	
	


(Add additional rows as necessary to the table above.)

6b. Does this work involve human embryonic stem cells (hESC) and/or human induced pluripotent stem cells (hiPSC)? 	
	Yes_____	No_____
	If yes, 6c. Please describe in Table 6c below. 
	Table 6c. Description

	









7. Specify deleterious effects for each agent that will be worked with in Table 7a below	

	Table 7a. Deleterious Effects

	Biological Agent
	Signs & Symptoms of Exposure
	Acute and/or Chronic Effects
(mutagen, teratogen, carcinogen, etc.)
	Comments
	Safety Precautions

	Ex
	Diphtheria toxin


	Fever, headache, and malaise. Skin contact causes rash. Onset of symptoms following significant toxin exposure would typically be delayed by days to weeks.
	DT can cause cranial, motor and sensory nerve palsies, myocarditis, and endocarditis.
	25 ng/kg mouse body weight (human LD50 = 100 ng/kg); IP injection
	All personnel handling the toxin have received booster vaccinations.  Rooms will be posted while DT is administered and animal cages will be marked accordingly.

	

	
	
	
	

	

	
	
	
	


(Add additional rows as necessary to the table above.)

8. Will any of the biohazards described above be used in animals?								
	Yes
	
	No
	


	If yes, 8a. Specify biohazard(s)/recombinant DNAs, animal species and Institutional Animal Care and Use Committee (IACUC) protocol number(s) in Table 8a. If you have not yet submitted an IACUC protocol, write “to be submitted” in this column. If you have submitted the protocol but have not been assigned an IACUC protocol #, write “pending” in this column.
	If no, 8b. 
	Table 8a. Biohazards in Animals

	Biohazard/recombinant DNA
	Animal Species & description
	Comments
	*BSL

	IACUC protocol #

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	


(Add additional rows as necessary to the table above)
*If this work requires BSL 2, STOP! Do not complete this form!,
[bookmark: _GoBack]Complete the BSL-2/Non-exempt R/S NA Biosafety Review form for IBC review and approval. 

8b. Will any experiments, with or without biohazards, be conducted in genetically manipulated animals (e.g., transgenic or knockout animals)? 
	Yes
	
	No
	



8c. Will the work involve animals that are NOT acquired from a certified vendor?
	Yes
	
	No
	


	
If yes, 8d. Specify the method or vendor used to acquire animals (i.e. in-house breeding, etc.)

9.  How will biological material be decontaminated or inactivated?
☐ 	Autoclave 
	Autoclave location: 
	If not in the same location, detail transport procedures: 

☐ 	Chemical disinfection
	Please specify chemical, contact time, and waste disposal procedures:

☐ 	Incineration
☐ 	Other (please explain)
Training and Supervisor Requirements
Lab Safety/Chemical Hygiene Training is only required to be taken once (unless major changes to the training occur). Biosafety training is required every 4 years by everyone working with biohazardous agents. If an individual works with Blood/OPIM, they must also take Bloodborne Pathogens Training annually. 
In addition to online training, the PI is required to provide hands-on training for lab users addressing the biohazardous agent, discussing routes of exposure, signs and symptoms of exposure, safety precautions for handling, etc. 
	Provide names of all CURRENT lab personnel and their most recent training completion in Table 10.Table 10. Personnel Training Information

	Name                   
	Lab Safety/ Chemical Hygiene Training
Completion Date
	Biosafety Training Completion Date
	Bloodborne Pathogens Training Completion Date       *If not applicable, write N/A
	PI Hands-On Training Completion Date

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




10a. Is there a vaccine or therapeutic agent for the biohazardous agent/s?
	Yes_____	No_____
If yes, 10b. Please specify the vaccine and/or therapeutic agent

If yes, 10c. Are you offering applicable vaccines and keeping vaccine records or declinations for all employees (including student employees) requiring a vaccine? Students must be informed of applicable vaccines and the receipt of this information should be documented. Note: department storage of records is acceptable.
	Yes_____	No_____
10d. Acknowledge supervisor requirements via placing initials where indicated in the box below. 
	‘Electronic’ (typed) initials
	As PI, I understand it is my responsibility to ensure that ALL new individuals who enter my lab to work with the materials registered on this Form 1) complete and document all appropriate trainings (e.g., Biosafety Training, BBP training, lab-specific training) and 2) complete documentation of any available safeguards (e.g., vaccinations, etc.) required for the biohazards they will work with. 



Principal Investigator Assurance for Biosafety Level 1/Exempt R/S NA:
I agree to use at least Biosafety Level (BSL -1) containment practices with all exempt research and teaching activities including work with R/S NA and other potentially biohazardous materials.
I will notify ORSP and the IBC of any changes to this research by promptly amending this form.



	

‘Electronic’ (typed) signature of PI			        Date




					
			       ‘Electronic’ (typed) signature of Department Head        Date

                             



   						    
						    ‘Electronic’ (typed) signature of IBC Chair                    Date                  

