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Application for the Use of Biological Materials
Research faculty, teaching faculty and support staff who possess, store, work with, teach with or transport BSL-1 or 2 agents; human blood, tissues or blood products; or recombinant DNA (even if under CDC “exempt status”) must be approved by the Institutional Biosafety Committee (IBC) prior to receiving the material or beginning work. All applications must be renewed annually.

	FOR BIOSAFETY USE ONLY

	BIOSAFETY Number:
	Submission Date:

	Notes
	Committee Review Date:

	
	Final Approval Date:


	Project/Class Title (If a grant supports the project, the titles must be identical):

	

	*Principal Investigator/Faculty Member:

	Position
	

	Department
	

	Address 1
	

	Address 2
	

	Email Address
	

	Phone
	
	Emergency Phone:
	

	External Funding Source, if applicable
	

	*Other Responsible Personnel (co-investigators, laboratory manager, graduate students, postdoctoral fellows, technicians, etc.): 

	Name and degree
	Role
	Email Address

	
	
	

	
	
	

	
	
	

	
	
	

	Proposed Starting Date: Click here to enter a date.
	Proposed Ending Date (5 years max):


*All personnel must complete CITI training, Blood Borne Pathogen training (if applicable), and have a training record on file in the Office of Research before this application will be fully approved
For the following, click all that apply to your project, laboratory, or class.
Type of laboratory ☐ Teaching    ☐ Research    
Are Biological agents used?
☐ Yes   ☐ No 
Are Plants used?   ☐ Yes   ☐ No

The sections on the following pages refer to the laboratory's use of biological materials (e.g.; BSL1, BSL2, human materials, animals, exempt rDNA).  Please complete only those sections that are relevant to the work in this application.

I. BSL-1 Registration (p.2) ☐
II. BSL-2 Registration (p.2) ☐
III. Animal Biosafety (p.4) ☐
IV. Potentially Infectious Materials (Human Materials) (p.5) ☐



V.  Exempt Recombinant DNA Experiments (p.6) ☐
VI. Select Agents (p.8) ☐
VI. Statement of Responsibility (p.9) ☐
I.  BIOSAFETY LEVEL 1 (BSL-1) REGISTRATION
1. Provide a brief description of the project/class in which BSL-1 agents will be used.

Click here to enter text.
2. Provide a list of the agents, source, and the areas will they be used and/or stored. If you need more space, feel free to attach a list of agents and pertinent information to this application.
	Agent 

(Attach file/database, if necessary)
	Source/Vendor
	Bldg./Rms. where used/stored

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


If BSL-1 agents are the only items being used in this project/class, please proceed to Section VI to complete Statement of Responsibility and submit this application for review.

II. INFECTIOUS AGENTS REQUIRING BIOSAFETY LEVEL 2 (BSL-2) 

1. Provide a brief description of the project/class in which infectious BSL-2 agent(s) will be used.  

Click here to enter text.
3. Provide a list of the agents, source, and the areas will they be used and/or stored. If you need more space, feel free to attach a list of agents and pertinent information to this application. 
	Agent 
	Strain (if known)
Attach file/database, if necessary


	Human Pathogen
	Animal  Pathogen
	Plant Pathogen
	Source/Vendor
	All Bldg./rms. where used/stored

	
	
	☐
	☐
	☐
	
	

	
	
	☐
	☐
	☐
	
	

	
	
	☐
	☐
	☐
	
	

	
	
	☐
	☐
	☐
	
	

	
	
	☐
	☐
	☐
	
	

	
	
	☐
	☐
	☐
	
	


2. Detail the provisions for laboratory security including access control.

Click here to enter text.
3. Specify the tasks or procedures in which there could be exposure to the infectious BSL-2 agent(s).


Click here to enter text.
4. Detail the safety controls and PPE (e.g., mechanical pipettes, gloves, lab coats, etc.) that are used in the experiment(s). Click here to enter text.
5. Personnel and Student (P&S) Practices

You are required to conduct this research or teaching at BSL-2, comprising standard microbiological and special practices; safety equipment (primary barriers); and laboratory facilities (secondary barriers).

BSL-2 criteria must be made available to and explained to all laboratory P&S who will participate in research or teaching involving the infectious agents used in this project prior to initiation of research.

You are required to have an emergency plan for spills or other accidents involving biohazardous materials.  This plan must be made available to and explained to all laboratory P&S who will participate in research or teaching involving the infectious agents used in this project prior to initiation of research.

Are any vaccinations recommended for this project?  Yes ☐ No ☐
If yes, list the recommended vaccinations, the P&S for whom they will be offered, and the expected dates for acquiring them. Click here to enter text.
6. Disposal of Biohazardous Wastes
Methods of decontamination for biohazardous wastes (in-house):

☐ Autoclave



Building & Room #: Click here to enter text.


☐ Chemical Disinfectant



☐ Other, Specify:  Click here to enter text.
 

Will biohazard wastes requiring external disposal (such as “sharps”) be generated?  Yes ☐ No ☐

Location of sharps repository for final disposal:  Click here to enter text.
III. INFECTED ANIMALS REQUIRING ANIMAL BIOSAFETY LEVEL 2 (ABSL-2) 

1. List the animals (common names and species) to be infected with BSL-2 agent(s). “Animals” includes vertebrates and invertebrates: Click here to enter text.
2. Specify the risks to animal care staff of exposure to the infectious BSL-2 agent(s) and how those risks will be mitigated (e.g. autoclave bedding, use disposable cages, use additional PPE, etc.): Click here to enter text.
3. Location of designated room for ABSL-2: Click here to enter text.
4. Location of designated Class II biosafety cabinet: Click here to enter text.
5. Disposal of Biohazardous Wastes
Methods of decontamination for biohazardous wastes (in-house):

☐ Autoclave



Building & Room #: Click here to enter text.


☐ Chemical Disinfectant




☐ Other, Specify:  Click here to enter text.
 

Will biohazard wastes requiring external disposal (such as “sharps”) be generated?  Yes ☐ No ☐

Location of sharps repository for final disposal:  Click here to enter text.
6. Detail tissue culture cell lines, source, and manipulation/storage areas, if applicable. If you need more space, feel free to attach a list of agents and pertinent information to this application.
	Cell line
	Source/Vendor
	Bldg./Rms. where used/stored

	
	
	

	
	
	

	
	
	

	
	
	


IV. POTENTIALLY INFECTIOUS MATERIALS REQUIRING UNIVERSAL PRECAUTIONS
1. Provide a brief description of the project/class in which potentially infectious materials will be used.  

Click here to enter text.
2. Provide a list of the agents, source, and the areas will they be used and/or stored.

	Human Material
	Type/Source/Vendor 
	All Bldg./rms. where used/stored

	Blood
	
	

	
	
	

	
	
	

	Body Fluids
	
	

	
	
	

	
	
	

	Organs
	
	

	
	
	

	
	
	

	Tissues
	
	

	
	
	

	
	
	


3. Detail cell lines, source, and manipulation/storage areas

	
Primary Cell Lines/Continuous Cell Lines (please indicate)
	Source
	Bldg./Rm. where used/stored

	
	
	

	
	
	

	
	
	


4. Detail the provisions for laboratory security including access control.

Click here to enter text.
5. Specify the tasks or procedures in which there could be exposure to the potentially infectious materials.


Click here to enter text.
6. Give a description of containment equipment (e.g., biosafety cabinets, centrifuge caps etc.) that will be used when manipulating the agent(s). Click here to enter text.
7. List the safety controls and PPE (e.g., mechanical pipettes, gloves, lab coats, etc.) that are uses in the experiment(s). Click here to enter text.
8. Personnel and Student (P&S) Practices

You are required to conduct this research or teaching under three related standards:  Universal Precautions (UP), Biosafety Level 2 (BSL-2), and the OSHA Bloodborne Pathogens Act of 1991 (BPA). 
UP, BSL-2 criteria, and the BPA must be made available to and explained to all laboratory P&S who will participate in research or teaching involving the potentially infectious materials used in this project prior to initiation of research. Blood borne pathogen training is required annually to work with these materials.
a. Location of designated lab: Click here to enter text.
b. Location of designated Class II biosafety cabinet: Click here to enter text.
You are required to have an Exposure Control Plan for research involving potentially infectious materials.  This plan must be made available to and explained to all laboratory P&S who will participate in research or teaching involving the potentially infectious materials used in this project, prior to initiation of research.

c. Are vaccinations recommended for this project?  Yes ☐ No ☐
If yes, list the recommended vaccinations, the P&S for whom they will be offered, and the expected dates for acquiring them. Click here to enter text.
d. Detail the provisions for medical intervention, either preventative or therapeutic available to laboratory personnel. Click here to enter text.

V. EXEMPT RECOMBINANT DNA EXPERIMENTS
1. Are your Recombinant DNA experiments exempt from NIH guidelines? ☐ Yes   ☐ No (see checklists below)

Checklist to Determine Whether Tissue Culture Experiments are Exempt from the Recombinant DNA Guidelines

Many tissue experiments with recombinant DNA molecules are exempt from the NIH Guidelines.  If the answer to all 5 of the following questions are no, then the tissue culture experiments are exempt according to Appendix C-I.

Yes No 
☐
☐  Do any recombinant DNA molecules contain one-half or more of any eukaryotic viral genome?

☐
☐ Do any experiments involve Risk Groups 3, 4 or restricted organisms or nucleic acids from Risk Groups 3, 4 or restricted  organisms?
☐
☐ Do any experiments involve introduction of genes coding for molecules toxic for vertebrates?

☐
☐ Do any experiments involve infectious viruses?

☐
☐ Do any experiments involve defective viruses in presence of helper viruses?

Checklist to Determine Whether Experiments with E.coli K12 and Yeast are Exempt from the Recombinant DNA Guideline

Most experiments involving E. coli K-12 host vector systems and Saccharomyces cerevisiae and Saccharomyces uvarum host vector systems are exempt from the NIH Guidelines.  If the answer to all 3 of the following questions are no, then the experiments are exempt according to Appendix C-II (for E. coli K-12) or Appendix C-III (for Saccharomyces cerevisiae and Saccharomyces uvarum).

Yes No 
☐
☐ Do any experiments involve Risk Groups 3, 4 or restricted organisms or nucleic acids from Risk Groups 3, 4 or restricted organisms?

☐
☐ Do any experiments involve introduction of genes coding for molecules toxic for vertebrates?

☐
☐ Will there be any large-scale experiments (more than 10 liters of culture)?

Checklist to Find Relevant Section of the Recombinant DNA Guidelines

Section III-D: Experiments that require IBC approval before initiation.

Section III-E: Experiments that require IBC notice simultaneous with initiation. 

Yes No 
☐
☐ Is any human or animal pathogen (defined as a Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents) used as either the host organism or as a vector?  Section III-D-1

☐
☐ Is any DNA from Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents cloned into nonpathogenic prokaryotic or lower eukaryotic host-vector systems? Section III-D-2

☐
☐ Do recombinant DNA or RNA experiments involve the use of infectious animal or plant viruses in tissue culture systems?  Section III-D-3

☐
☐ Do recombinant DNA or RNA experiments involve the use of defective animal or plant viruses in the presence of helper virus in tissue culture systems?  Section III-D-3

☐
☐ Do recombinant DNA experiments involve whole animals (Section III-D-4) or plants (Section III-D-5)?

☐
☐ Do experiments involving more than 10 liters of culture?  Section III-D-6

☐
☐ Section III-E: Catchall section for experiments that are not exempt but are not covered in other sections.

Note:  Transgenic or knockout rodent experiments that require BSL1 containment may be initiated simultaneously with IBC notification.  The purchase of transgenic rodents for BSL1 experiments is exempt from the NIH Guidelines.
Section III-A: Experiments that require IBC, RAC Review and NIH Director approval before initiation.

Section III-B: Experiments that require NIH/ORDA and IBC approval before initiation.

Section III-C: Experiments that require IRB and IBC approval and NIH/ORDA Registration before initiation.

Yes No 
☐
☐ III-A-1:
Transfer of drug resistance trait to organism that does not acquire it normally (if it could compromise the use of the drug to control disease agents in humans, animal or agriculture).

☐
☐ III-B-1:
Formation of recombinant DNAs containing genes coding for the synthesis of molecules toxic for vertebrates.

☐
☐ III-C-1:
Human gene transfer experiments.

If Recombinant DNA Experiments are non-exempt, complete the Registration of Recombinant DNA Experiments form
If the Recombinant DNA experiment(s) is exempt, please describe, below, specific host(s), vector(s), DNA(s) and what proteins will be produced? If you need more space, feel free to attach a list of agents and pertinent information to this application.
	Host Cells
	Vector(s)
	Inserted DNA
	Protein produced (if applicable)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


VI. SELECT AGENT REGISTRATION
1. Select Agents (see select agent list here).

Provide specific select agents in your possession here, regardless of the amount:  Click here to enter text.
2. Provide a brief description of the project/class in which select agents will be used.  

Click here to enter text.
3. Detail the provisions for laboratory security including access control.

Click here to enter text.
	VII. STATEMENT OF RESPONSIBILITY

	I am aware of the CDC-NIH Biosafety containment levels and precautions applicable to the work described here.

I understand that I am responsible for the safety of others in my laboratory, and those who handle the waste generated by my laboratory.  I understand that I must review my current registration for accurate information annually and when there are changes during the year regarding the use of biological materials.  Changes include: addition or deletion of biological materials, addition or deletion of employees or changes in room locations. I understand that a new application must be completed every five years.  
I further attest that all personnel under my supervision for this project/class, have completed all appropriate training and that they are familiar with the hazards and symptoms of exposure relevant to the biological materials used within the laboratory.  All laboratory personnel and students have been briefed on emergency procedures, good laboratory work practices, and the safe operation of laboratory equipment prior to the initiation of experimental work.

Principal Investigator: Click here to enter text.

Date: Click here to enter a date.


E-mail this form to the Biological Safety Officer (BSO), Kersten Wheeler, at kwheeler@odu.edu. The BSO will review the information and send it to the Institutional Biosafety Committee (IBC) for review. You will receive confirmation to proceed with the project/class after all concerns are addressed. In addition, the BSO will schedule periodic inspections of the approved research project to assure all safety measures described above are being implemented.
