Texas Woman's University
BSL-2 &/Or Non-exempt R/S NA 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. 
	“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. 
[bookmark: _GoBack]	Please note: while the form is quite long, there are sections you may be able to skip entirely. This form is due every 5 years. It is highly recommended to keep an editable copy of this form for ease of re-submission. An annual continuation form is due every year on years when not submitting the full form. Email the completed form to ORSP (LByford@twu.edu). 
Instructions 
PRIOR TO BEGINNING, MAKE CERTAIN YOU ARE USING THE CORRECT VERSION OF THIS FORM BY DOWNLOADING THE LATEST VERSION FROM THE BIOSAFETY WEB SITE. 
If you reply ‘Yes’ to a question, you need to provide additional details in the table associated with that question. Incomplete forms will be returned without being processed.  Examples of information to supply in a table are given in cells shaded grey in the table. Use unshaded cells for your information. You must also electronically sign (that is, type your signature) this BSL-2 &/Or Non-exempt R/S NA Biosafety Review form, which includes the Acknowledgement of Your Responsibilities, prior to submission.  

1. PI Information
	Table 1. PI Information

	PI Name                         
	Email address
	Department
	IBC Protocol No.
(& date of last submission, if applicable)

	

	
	
	



2. Project Title and Description of Work  
Provide a brief title describing the work encompassed by the biohazards being registered in Table 2, section 2a. and a short (usually less than 150 words) summary in lay terminology of 1) the overall goal of the research and 2) the planned research activities to assist Committee members to understand how the registered materials will be manipulated in Table 2, section 2b.  This description must be written in lay scientific terms.  Since the IBC includes Institutional and community members from a variety of backgrounds, it is essential to provide information in a manner that is understandable to readers who are scientifically educated but not specialists. 
	Table 2. Project Title and Description of Work

	2a. Project Title  

	2b. Summary including overall goal(s) and description of research activities (in lay scientific terminology) 








2c. Is this project part of a course or teaching lab?
	Yes
	
	No
	



	 If yes, 2d. What is the course number?
[bookmark: _Hlk155617139]2e. Do experiments involve the growth of more than 10 liters of culture at a time?
	Yes
	
	No
	



	If yes, 2f. Identify the culture room and type of equipment used for culture growth and handling.		
Non-Recombinant Biohazardous Agents
3. Does your work involve any non-recombinant agents that are potentially infectious, including viruses, bacteria, or parasites? Note: recombinant infectious agents (that is, containing recombinant DNA) belong in Item 4 and Table 4 rather than in Item 3).
	Yes
	
	No
	




	If yes, 3a. Specify the agent(s) employed and indicate the BSL and/or Risk Group (RG) of each if applicable in Table 3. 
	Helpful tips for completing Table: 
A useful web link for help in determining BSL and/or RG is http://www.absa.org/riskgroups/index.html). Guidance can also be found at http://www.cdc.gov/biosafety/publications/index.htm (BMBL, 6th ed.) and https://osp.od.nih.gov/wp-content/uploads/NIH_Guidelines.pdf (NIH Guidelines). 

	Table 3. 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)


	Ex
	Vaccinia virus

	
	Western Reserve strain
	BSL2+
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


(Add additional rows as necessary to the table above)

Recombinant Biohazardous Agents
	4. Does this work involve recombinant infectious agents including viruses, bacteria, or parasites?
	Yes
	
	No
	



	If yes, 4a. In Table 4a, please list the Recombinant Agents used in this protocol.  
	Table 4a. Recombinant Agents

	
Recombinant Agent 

	Type of Agent
(Bacteria, virus, fungi, parasite)
	Exemption Category (see table below)
	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)


	Example I. Lentiviral vector (delivering CRISPR/Cas-9 gene knockout)
	Viral vector
	
	High viral titer; centrifugation; flow cytometry

	Example II. Mycobacterium tuberculosis (deletion mutation)
	Bacteria
	
	Injection of the bacterial suspension into the mice; propagating bacterium in liquid media; handling large volumes/high titers; centrifugation; use of shaker-incubator for bacterial growth

	 

	
	
	

	

	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


(Add additional rows as necessary to the table above)
4b. Does this work involve exempt R/S NA work?
	Yes
	
	No
	



If yes, complete Table 4b for R/S NA work that is commonly EXEMPT from NIH Guidelines. 
Note: A full description of the common exemptions with exceptions can be found in Appendix C of the NIH Guidelines.

	Table 4b. 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.



	Table 4b. Exemptions- Appendix C of NIH Guidelines

	☐   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: 





4c. Does this work involve viral vectors?
	Yes
	
	No
	


		
	If yes, Please provide additional details about Viral Vectors in Table 4c.

	Table 4c. Recombinant Viral Vectors (Lenti, MLV, AAV, Ad, EBV, HSV, Poxvirus, Baculovirus)
Fill in if working with any viral vectors (examples included above)
	

	[bookmark: _Hlk111540487]Name of vector or system
	Source (e.g., company, or scientist)
	Is this replication competent?








Yes/No
	If this is replication defective, is helper virus(es) used?





Yes/No/NA
	If this is replication defective, is a packaging cell line or replication-defective packaging plasmids used?
	‘Generation’ or number of plasmids in system?
	Self-inactivating (SIN) or Non-integrating (NILV)
	Envelope gene(s) encoded/
Tropism

	Is there evidence that this vector could infect human cells?
	Will this be used (or is already used) for clinical treatment?
	Volume
/Titer
	BSL

	
	
	
	
	
	
	
	
	Yes/No/Unsure
	
	
	

	Example I:
EGFP Lentiviral sgRNA vector targeting CD28 genes (CRISPR/Cas9) 
	VectorBuilder
	No
	No
	Packaging cells + helper plasmids
	3rd 
	SIN
	VSV-G
Pantropic

	Yes
	No
	100 ul; 10x7 TU/ml
	BSL2

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


(Add additional rows as necessary to the table above)




4d. Does this work involve use of Gene Editing Technology?
	(E.g. CRISPR/Cas9, TALENS, ZNF, homologous recombination, transposon insertion)
	Yes
	
	No
	



	If yes, please provide additional details about Gene Editing Technologies in Table 4d.
	Table 4d. Gene Editing Technology (CRISPR/Cas9, TALENS, ZNF, homologous recombination, transposon insertion)

	Technology to be used 
	Delivery mode (nanoparticles, plasmid, liposome, lentivirus, AAV, Agrobacterium, etc.)
	For CRISPR/Cas viral delivery - are gRNA and nuclease on the same or separate transfer vector(s)? If separate – are they delivered more than 72 hrs. apart?

	Which organism (s) is (are) being modified?
	Can plasmid/vector/delivery vehicle infect/transfect human cell and be expressed in human cell?
	Will it target embryos or germ line cells?
	Is this a gene drive experiment?

       Yes/No
	Are mutations due to off-target effects possible?

	
	
	
	
	
	Yes/No/NA
	
	

	Example I:
CRISPR/Cas9 gene knockout (human CD28)
	Lentivirus
	On the same vector
	K-562 cell line (lymphoblast cells isolated from the bone marrow of leukemia patient)
	Yes, the virus can infect and be expressed in human cells. 
	No
	No
	Do not know

	Example IV:
CRISPR/Cas9 mediated double stranded breaks in desire gene
	Chemical transformation
	NA
	
Fusarium graminearum (plant pathogen)
	No
	NA
	No
	NA

	
	
	
	
	
	
	
	



(Add additional rows as necessary to the table above)


4e. Does this work involve modifications to recombinant infectious agents?
	Yes
	
	No
	



	If yes, complete Table 4e for all modifications made to recombinant infectious agents.

Helpful tips for completing Table 4e: 
“Nature of genetic manipulation”. Provide information about any manipulations performed to create the recombinant agent. Examples: transgene insert, gene silencing via RNAi, gene knockout, point mutations, reverse genetic techniques.
•	“Biologically active protein(s) or product(s)” – This is a critical part of information. Describe what are the new features of the recombinant agent created, how it differs from the parental agent/strain, and if there is anything that might affect biosafety – agent is more or less virulent, antibiotic resistance, broader spectrum of infectivity, etc.
•	For Generating a “wild-type” or with desired mutations pathogen from recombinant DNA (using reverse genetic techniques), provide the relevant information in the “nature of genetic manipulation” row and continue by describing the biological features of created agent in the “Biologically active protein(s) or product(s)” row. 
•	If “wild-type” agent created without any modification to the genome – state “No change” in the “Biologically active protein(s) or product(s)” row. 
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	Table 4e. Modifications to Recombinant Infectious Agent(s)
Fill in:
1. When working with genetically modified infectious agents 
2. To characterize the nature of the rDNA material introduced with Viral Vectors (from Table 4c) or GET (from Table 4d) 
3. When generating a “wild-type” or with desired mutations pathogen from recombinant DNA (using reverse genetic techniques)

	
	Example 1
	Example 2
	Example 3
	Modification 1
	Modification 2  
	Modification 3

	Recombinant pathogen

	
Example I:
Lentivirus vector

	
Example II:
M. tuberculosis mc2 6206
	
Example III:
Fusarium graminearum 

	
	
	

	Nature of genetic manipulation (e.g., gene insert/deletion/mutation, cDNA, iRNA, shRNA cassette)
	1) gRNA to knockout CD28 gene expression
2)  Enhanced Green Fluorescent Protein (EGFP) insert
	Deletion of panCD 


	Double stranded breaks in TRI5 (deletion mutation)
	
	
	

	Gene product name (or class of product)
	1) CD28
2) EGFP
	panD: pantothenate synthetase, 

panC: aspartate-1-decarboxylase
	
Trichothecene biosynthesis gene 
	
	
	

	Source/species
	1) Human
2) jellyfish Aequorea victoria
	M. tuberculosis
	Fusarium graminearum 
	
	
	

	Biological role of rDNA
	1) T-cell proliferation and survival, cytokine production, and T-helper type-2 development
2) Marker which allows for selection of cells that have successfully integrated the vector.
	Enzymes are involved in the biosynthesis of pantothenate (pantothenic acid/B5), an essential molecule in the bacterium lipid biosynthesis and metabolism
	Encodes for trichothecene mycotoxins (serious threats to human and animal health by contaminating wheat and barley.
	
	
	

	Biologically active protein(s) or product(s)
	1) The protein encoded by this gene is essential for T-cell proliferation and survival, cytokine production, and T-helper type-2 development.
Lack of CD28 expression will impact proper development of immune responses.
2) EGFP
	Deletions lead to attenuated virulence and generation of mutant strains that retain a limited ability to replicate and subsequently get cleared within the host tissues. 
	Mutants are unable to produce mycotoxins and spread the disease to affected plants.
	
	
	

	Cells to receive rDNA during experiment (e.g., Cell lines, species?)
	K-562 cell line
	Mice
	Fusarium graminearum 
	
	
	

	Max volume/titer handled
	1ml; 10^6 TU/ml
	100 ml; 10^11 CFU/ml
	5 ml; 10^6/ml
	
	
	

	BSL
	BSL2+
			BSL2
	BSL2
	
	
	


Biohazards in Animals

5. Will any of the biohazards or recombinant DNAs described above (items 3-4e; including unfixed human-derived materials) be used in animals?								
	Yes
	
	No
	


	If yes, 5a. Specify biohazard(s)/recombinant DNAs, animal species and Institutional Animal Care and Use Committee (IACUC) protocol number(s) in Table 5a. 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, 5b. 
	Table 5a. Biohazards in Animals

	Biohazard/recombinant DNA
	Animal Species & description
	Comments
	BSL

	IACUC protocol #

	Ex
	BxPC-3 human cells
	Nude mice
	Prior to injection in mice, BxPC-3 cells will be transfected with plasmid pLWW, which expresses GFP.
	ABSL2
	20YY-ZZZ

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	


(Add additional rows as necessary to the table above)

5b. Will any experiments, with or without biohazards, be conducted in genetically manipulated animals (e.g., transgenic or knockout animals)? 
	Yes
	
	No
	



	If yes, 5b. Provide appropriate information in Table 5b. 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. 
	Table 5b. Genetically Manipulated Animals

	
	Gene altered;
Transgene (TG) or knockout (KO)
and Source
	Species of gene/marker
	Species & type of genetically altered animal
	Biohazard (if used)
	Does change initiate or promote oncogenesis?
Yes/No
	BSL
	IACUC protocol #

	Ex
	Simian diptheria toxin receptor (TG)
	Monkey
	Mouse
	Vaccinia virus
	No
	ABSL2+
	20YY-ZZZ


	

	
	
	
	
	
	

	
	
	
	
	
	
	


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

	5c. Will the work involve animals that are NOT acquired from a certified vendor?
	Yes
	
	No
	


	
	If yes, 5d. Specify the method or vendor used to acquire animals (i.e. in-house breeding, etc.)


Unfixed Materials from Humans or Non-Human Primates


Stem Cells

6. Does this work involve human embryonic stem cells (hESC) and/or human induced pluripotent stem cells (hiPSC)?
	Yes
	
	No
	



	If yes, 6a. Please describe: 

Biohazards in Plants

7. Does this work involve transgenic plants?
	Yes
	
	No
	


 	If yes, 7a. List all transgenic plants that will be used:

	7b. Describe the procedure to create transgenic plants.

	7c. Select the BSL-P
		☐ BL1-P                 ☐ BL1-P +                 
		☐ BL2-P                 ☐ BL2-P +
	7d. 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?
7e. Does the recombinant DNA contain:
	☐ A complete genome of a non-exotic infectious agent?
	Detail:
	☐ The genome of an exotic infectious agent?
	Detail: 

7f. Detail procedures to prevent contamination of transgenic plant/s outside of the lab/designated greenhouse location:


Deleterious Effects

8. Specify deleterious effects for each agent that will be worked with in Table 8 below	

	If yes, 8a. Specify these effects in Table 8 below.
	Table 8. Deleterious Effects

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

	Ex
	Diphtheria toxin


	
	
	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.)



Facilities

9. What facilities, labs, or equipment will be used for work with any biohazard(s) listed above?

List all laboratory rooms in which experiments with any of the above materials will be conducted in Table 9, including the assigned BSL rating for the room and the appropriate equipment available for work with these materials
(e.g., BSL2 work generally requires certified biosafety cabinets (include the date of the most recent certification, which must be within the last 12 months), appropriate safeguards for aerosol-generating procedures such as centrifugation, vortexing, sonication, pipetting, etc., facilities for appropriate decontamination).
	Table 9. Your Laboratories and Facilities

	Room #
	Assigned BSL
	Equipment for safe conduct of work with biohazards
	Biosafety Cabinet
Yes/No
	If Yes, date certified

	Ex.
	C57WW

	BSL2+


	EXAMPLE Two biosafety cabinets, centrifuge with closed buckets, sharps containers in lab, biohazard warning sign on door, SOPs available in lab notebook, personal protective equipment including lab coats, gloves, & face protection utilized, autoclave available on the same hallway, biohazard bags available 
	Yes
two
	Both certified on
3/21/YY

	
	
	
	
	

	

	
	
	
	


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

Disinfection
10. How will biological material be decontaminated or inactivated?

☐ Autoclave 
	Autoclave location: 
	(Also complete Table 11. Transport, if autoclave is not in the same location as generation)
☐ Chemical disinfection
	Please specify chemical, contact time, and waste disposal procedures:
☐ Incineration
☐ Other (please explain)

Transport 

11. Will any biohazard(s) listed above be transported through “public spaces” (i.e. areas where the general public can access) within the Institution?		
	Yes
	
	No
	



If yes, 11a. In Table 11a. list each biohazard that will be transported and detail the means and precautions utilized, including packaging of materials, during transport. (At a minimum, these materials need to be in two sealed, shatterproof containers.  While gloves should be worn when working with these materials in the lab, it is not appropriate to wear gloves when transporting them through public areas.)
	Table 11a. Transport

	Biohazard
	Transportation safeguards

	Ex
	Human cells
	Cells in double, sealed, shatterproof containers (e.g., a tube and a Tupperware container) when taken to freezer on another floor. Note: gloves are not worn in public areas during transport!

	

	

	

	


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

Adverse Outcomes

12.  Have there been any accidental spills, accidental exposures, or adverse outcomes with any of the above biohazards in your lab?	
	Yes
	
	No
	



	If yes, 12a. Provide details in Table 12a.

	Table 12a. Adverse Outcomes

	





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. 
13. Provide names of all CURRENT lab personnel and their most recent training completion in Table 13.

	Table 13. 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

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



	13a. Is there a vaccine and/or therapeutic agent for the biohazardous agent/s?
	Yes
	
	No
	



	If yes, 13b. Please specify vaccine and/or therapeutic agent

f yes, 13c. 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
	



Acknowledgement of Your Responsibilities

14. Acknowledge supervisor requirements via signing and dating the form, below. 
I the undersigned Principal Investigator recognize that I am responsible for 	
	A) Developing and making accessible SOPs describing appropriate means for working with each biohazard in my lab;
	B) Ensuring that everyone entering my lab 
		i) Is appropriately instructed and trained to work with all biohazards they handle or encounter in the lab, 
		ii) Performs all experiments with biohazards with appropriate biosafety precautions, and
[bookmark: _Hlk162879525]iii) Has been offered (if an employee, including student employee) any required vaccinations or other safeguards necessary for anybiohazard they handle or encounter in the lab; 
	C) Maintaining appropriate documentation of training and safeguards for everyone in my lab who works with or encounters biohazards; 
i. Employees (including student employees) who are required to be offered a vaccine (as applicable) must have their vaccination records or declinations kept on file. 
ii. Students who are not employees must be informed and this should be documented.
	D) Immediately reporting to EH&S (ehs@twu.edu).
		i) any spill of biohazardous materials/ any equipment failure that could potentially result in exposure to biohazardous materials;
		ii) any signs, symptoms, or illnesses consistent with exposure to any biohazardous materials in my lab;
	E) Updating this application when changes are made including adding new biohazards or new people working with biohazardous materials and reviewing this application as requested;
	F) Ensuring that initiation of work with the biohazards being registered occurs in accordance with the appropriate sequence of submission and/or approval of this protocol as described in the ‘NIH Guidelines for Research Involving Recombinant DNA Molecules’; and
	G) Adherence to the ‘NIH Guidelines for Research Involving Recombinant DNA Molecules’, guidelines in the current edition of the ‘Biosafety in Microbiological and Biomedical Laboratories’, and the Institutional policy by everyone working with these biohazards in my lab or under my direction.

[image: ]        [image: ]
‘Electronic’ (typed) signature of PI			       Date




					
			       ‘Electronic’ (typed) signature of Department Head        Date

                             

 ‘Electronic’ (typed) signature of IBC Chair                                             



   						    
						    ‘Electronic’ (typed) signature of IBC Chair                    Date                  


Additional Comments (optional)

If you have additional comments you believe would be helpful for the IBC, please add this information to Table 14. 
	Table 14.  Additional information or comments
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