University of Louisiana at Monroe
Institutional Biosafety Committee (IBC)
Protocol Submission Form

Research activity involving recombinant DNA, infectious agents, biological toxins, or human/mammalian tissue may require IBC review. Submit applications for protocol review according to the instructions below.
Recombinant DNA
Any project creating or propagating recombinant DNA must turn in Forms 1, 2, and 3. See Form 3 to determine if your project is EXEMPT from NIH Guidelines. Projects that are EXEMPT must still submit Forms 1 and 2, and Form 3 with the EXEMPT box checked.

Infectious agents (including live animals infected, or possibly infected, with human pathogens) or select toxins
Projects involving Risk Group 2, 3, or 4 pathogens (Appendix B of NIH Guidelines), CDC select agents, or select toxins must submit Forms 1, 2, and 4.
Human clinical samples and mammalian tissue
Projects involving blood or tissue samples containing or possibly containing blood-borne pathogens or cell lines requiring BSL-2 containment must submit Forms 1, 2 and 5.
All applications must include the following:

Contact Information (Form 1)

General Research Information (Form 2)
In addition to the specific forms (Forms 3-5) applicable to your research:

IBC approval is also dependent on the following:
Office of Environmental Health and Safety has certified that the facilities in which the project is conducted is in compliance with the policies and procedures set forth in the ULM Safety Manual prior to submitting this application
All personnel involved in the project must provide documentation that that they have passed a biosafety training course (see Biosafety Training Instructions below). Documentation must be e-mailed or mailed to the IBC Chair (Dr. Srinivas Garlapati; garlapati@ulm.edu). Protocols will not be approved without biosafety training documentation for all personnel.

Submit both an electronic and signed hard copy to the ULM Office of Sponsored Programs and Research: opsr@ulm.edu. Phone: 342-1039/FAX: 342-1479
BIOSAFETY TRAINING INSTRUCTIONS

Existing USER

1. Go to the following website: https://www.citiprogram.org

2. Login

3. Click “Main Menu”. Select “Training For….Biohazards”

4. Select required “Modules” below

New USER
1. Go to the following website: https://www.citiprogram.org

2. Click “Register” at the top right of the page.

3. For Step 1 (“Select an Institution”), select “University of Louisiana at Monroe” under “Participating Institutions”. Click “Continue to Step 2”

4. Complete the information for Steps 2-6.

5. For Step 7, Select the appropriate courses (Select appropriate Biosafety courses for Question 6).

6. You will receive an e-mail to validate your e-mail address. Proceed to Existing USER above.

Modules

All personnel working with biohazards should complete the following modules and mail or e-mail a copy of course completion to the IBC chair (Dr. Srinivas Garlapati, College of Pharmacy, garlapati@ulm.edu; 342-3304). You should also provide a copy to your Departmental Safety Officer as well as keep a personal copy for your records. Certification of training completion MUST accompany all research forms for IBC approval.

Required Modules
“Basic Biosafety Training”

Optional Modules
Faculty and other personnel working with, or potentially working with:

1. Live animals infected or possible infected with human pathogens must also complete:

“Animal Biosafety”

2. Microorganisms or biologically produced toxins must also complete:

 “Select Agents, Biosecurity and Bioterrorism”

3. Mammalian or human tissue or clinical samples must also complete:

 “OSHA Bloodborne Pathogens”

4. If you plan to ship or transport biohazardous materials, you must also complete:

“Shipping and Transport of Regulated Biological Materials”

If you are submitting a protocol form for IBC approval, the IBC must have documentation that required training modules have been completed by all personnel on the project.

FORM 1: PRINCIPAL INVESTIGATOR CONTACT INFORMATION

	Principal Investigator: Last:
	     
	First:
	     
	Degree:
	 FORMDROPDOWN 



	Academic Title:
	 FORMDROPDOWN 



	Department:
	 FORMDROPDOWN 

	Office:
	 FORMDROPDOWN 

	Phone:
	     


Your signatures will assure that all personnel 1) will conduct the project as described herein and comply with appropriate institutional guidelines; and 2) have been trained in general laboratory and project-specific   safety protocols. Standard operating procedures and safety protocols, MSDS sheets, and chemical hygiene forms must be available in the PI's laboratory.

	     
	
	
	
	

	Principal investigator
	
	Signature
	
	Date

	     
	
	
	
	

	Department Head
	
	Signature
	
	Date


No changes in the project will be made without prior notification and approval of the IBC.

FORM 2: GENERAL RESEARCH INFORMATION
Project Title:

Project Start Date:

Project End Date:

Project Funding Source:

Building(s)/Lab(s) where research will be performed:

	Building
	Lab Room #
	Biosafety Level

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


List all Personnel Involved in the Activity

	Name
	Position*
	Room/Office/Lab#
	Contact (campus phone and e-mail address)
	Date of biosafety training

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


*faculty (include rank); graduate student; undergraduate student; lab technician; other (please specify)
RESEARCH ABSTRACT: Attach a brief (750 words or less) description of the experimental methods and research goals of the project. Include: 1) General description of experiments; 2) Description of activities and agents (biological or chemical) which might pose biohazards to humans; 3) Possible effects of biohazards on exposed humans.

If your research involves vertebrate animals, provide the IACUC Approval Number and Date:
FORM 3: RECOMBINANT DNA

NOTE 1: Experiments involving the transfer of a drug resistant trait into a human, animal, or plant pathogen (NOT including standard bacterial host-vector systems) or involving the deliberate transfer of recombinant DNA or RNA into human research subjects requires special IBC consideration. Contact the Chair of the ULM Biosafety Committee for additional information.

NOTE 2: Recombinant DNA experiments involving 1) DNA from risk group 2, 3, or 4 pathogens; 2) production or use of recombinant eukaryotic DNA or RNA viruses; 3) whole animals; 4) whole plants; 5) transgenic rodents; 6) production of more than 10 liters of culture/experiment; 7) generation of recombinant DNA containing > 1/2 of a eukaryotic viral genome; or 8) use of non-exempt host-vector systems are subject to NIH Guidelines and appropriate safety, containment, and disposal procedures must be outlined in the questions below. See NIH Guidelines Section III and Appendices A, B and C for additional information. (http://oba.od.nih.gov/oba/rac/Guidelines/NIH_Guidelines.htm).

NOTE 3: All other recombinant DNA experiments are exempt from NIH Guidelines but must be performed in at least a BSL-1 designated laboratory. However, if you are propagating recombinant DNA in a host or vector, check the “Exempt” box below and return this form along with Forms 1 and 2.

  FORMDROPDOWN 
 The recombinant DNA created or propagated in the research project is EXEMPT according to NIH Guidelines.

Answer the following if your research is NOT EXEMPT
1. Answer the following regarding the insert DNA:


a. Is the insert DNA coding or non-coding?

b. Will the insert DNA be expressed (either in vivo or in vitro) to produce a functional protein product? If yes, describe the protein product.
2. List host(s) and vectors(s) (bacterial strains, cell lines, eukaryotic microorganisms, viruses) that will be used to propagate or express the recombinant DNA. Indicate all non-exempt host-vector systems. How many liters of culture will be produced in an experiment?

3. Provide the biological sources of the DNA and indicate the NIH risk group to which it belongs, if applicable. 

4. List all commercial and non-commercial (other research labs, etc.) suppliers of any DNA involved in the recombinant DNA activities. List publication references, if applicable.
5. For recombinant DNA experiments involving >1/2 of a eukaryotic viral genome: List and describe any eukaryotic virus(es), viral-based promoter(s), or other eukaryotic virus DNA involved in the activity and the state the NIH Risk Group of the viral DNA source. Specifically describe the experiments and procedures utilizing these agents. 
6. Will recombinant infectious eukaryotic DNA or RNA virus(es), or defective DNA or RNA virus(es) with presence of helper virus, be produced in a tissue culture system? If yes, indicate the virus(es) and their risk group level. List the cell/tissue culture systems utilized. Specifically describe the experiments and procedures to be performed.
7. Will the activity involve existing transgenic animals (animals containing recombinant DNA; not to include cell line propagation hosts)? If yes, list the transgenic animals that will be utilized and a description of the recombinant DNA. Specifically describe the experiments and procedures to be performed.
8. Will the activity involve generation of new transgenic animals? If yes, describe these organisms and the recombinant DNA utilized. Specifically describe the experiments and procedures to be performed.
9. Will the activity involve exposing animals to recombinant viruses or microorganisms? If yes, list the animals used in the experiments and the viruses and microorganisms they will be exposed to. Describe the recombinant DNA and specifically describe the experiments and procedures to be performed. Provide IACUC approval number in Form 2.

10. Will the activity involve generation and/or propagation of plants containing recombinant DNA? If yes, indicate the plants and describe the recombinant DNA utilized. Specifically describe the experiments and procedures to be performed.
11.  Will the activity involve generation and/or propagation of plants exposed to viruses or microorganisms containing recombinant DNA? If yes, list the plants used in the experiments and the viruses and microorganisms they will be exposed to. Describe the recombinant DNA and specifically describe the experiments and procedures to be performed.
12. Describe specific potential consequences of human exposure to recombinant DNA elements, including expressed sequences (unintended expression in humans). Cite specific references as necessary.

13. Describe specific disposal and containment protocols required for the recombinant DNA materials at specified BSL designation according to the relevant NIH Guidelines (Section III and Appendices G, K, P, and Q) and as outlined in the BMBL manual (http://www.cdc.gov/od/ohs/biosfty/bmbl5/BMBL_5th_Edition.pdf).

FORM 4: INFECTIOUS MICROORGANISMS AND BIOLOGICAL TOXINS
Projects involving Risk Group 2, 3, or 4 pathogens (Appendix B of NIH Guidelines), CDC select agents, or select toxins must complete this form.
1. Risk Group 2, 3, or 4 pathogens (Appendix B of NIH Guidelines) or CDC select agents involved in the project: (http://www.selectagents.gov/resources/List%20of%20Select%20Agents%20and%20Toxins_111708.pdf)

a. List all pathogens and their associated risk group.


b. List the source of the pathogens (include publication references, if applicable).

c. Indicate whether the agent is pathogenic to humans, non-human animals, or plants.

d. Specifically describe the experiments and procedures utilizing these agents.

2. Will you be working with live animals that are, or may be, infected with pathogens that can be transmitted to humans?

a. List all known or possible pathogens and their associated risk group.


b. List the source of the infected, or potentially infected, animals.


c. Specifically describe the experiments and procedures utilizing these agents.

d. Describe the safety and containment protocols associated with these experiments (see http://www.absa.org/resanimal.html for animal biosafety risk assessment and management).

3. Select toxins involved in the project: (http://www.selectagents.gov/resources/List%20of%20Select%20Agents%20and%20Toxins_111708.pdf)

a. List all toxins.

b. List the source of the toxins (include publication references, if applicable).


c. Indicate the LD50 of each toxin.

d. Indicate whether the toxin is from a natural source or derived from expression of recombinant DNA. If the latter, indicate the host used for expression.

e. Indicate if the agent is toxic to humans, non-human animals, or plants.

f. What concentration and volume of toxin will be generated or obtained. Is there a possibility the toxin will be aerosolized?

g. Specifically describe the experiments and procedures utilizing these agents.

3. Will any pathogens or toxins be transported to other laboratories? If yes, provide probable destinations and transport methods.

4. Describe specific potential consequences of human exposure to the infectious microorganisms and toxins. Cite specific references as necessary.
5. Describe specific disposal and containment protocols required for the infectious agents and toxins at specified BSL designation according to the BMBL manual: (http://www.cdc.gov/od/ohs/biosfty/bmbl5/BMBL_5th_Edition.pdf).

FORM 5: HUMAN CLINICAL SAMPLES AND MAMMALIAN TISSUE
Projects involving blood or tissue samples containing or possibly containing blood-borne pathogens or involving cell lines requiring BSL-2 containment must complete this form. All protocols involving human or mammalian blood or tissue must be performed in compliance with the ULM Exposure Control Plan for Blood-Borne Pathogens- http://www.ulm.edu/safety/bbp/bbpindex.html.
1. List the human or mammalian-derived material(s) that will be used in this activity (list cell lines below).
2. Specifically describe the experiments and procedures to be performed.
3. Name the source(s) of the material(s) listed in #1. (healthy volunteers, diseased volunteers, commercial sources, cadaver, laboratory animals, etc.). Include references for publications, if applicable.
4.  Has the material (s) listed in #1 been screened for blood-borne pathogens? If so, when and by whom?

5. If the samples contain or might possibly contain blood-borne pathogens, describe the policies and procedures to be followed in this activity which are designed to satisfy the ULM blood-borne pathogens plan (http://www.ulm.edu/safety/bbp/bbpindex.html).
6.  Will this activity involve shipping or transport of any of these agents?  If so, summarize the US Department of Transportation regulations that must be followed.
7.  List the protocols and disinfectants that will be used to decontaminate any work areas or equipment utilized in an activity involving material containing blood-borne pathogens or the possibility of containing blood-borne pathogens.
8. List and describe all mammalian cell lines that require BSL-2 or above containment.

	Cell line
	Source
	BSL requirement
	Research Use1

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


1 Use involving recombinant DNA or production of viruses and toxins must be summarized in Forms 3 and 4.
9. List the procedures for handling and disposal of cell lines that require BSL-2 or above according to BMBL (http://www.cdc.gov/od/ohs/biosfty/bmbl5/BMBL_5th_Edition.pdf).
10. If the project involves human subjects, has the project been approved by IRB? If so, provide approval number and date __________________. 
Personnel Update Form
This form must be submitted any time new personnel are added to an IBC approved project.

	Name
	Position*
	Room/Office/Lab#
	Contact (campus phone and e-mail address)
	Date of biosafety training

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


*faculty (include rank); graduate student; undergraduate student; lab technician; other (please specify)

