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IBC #                   
James Madison University 
Institutional Biosafety Committee

Main Registration Form
	Title and Personnel


	Protocol Title:
	     

	Project Dates: 

(Not to exceed 3 years minus 1 day)
	From:      

 FORMTEXT 
        
           MM/DD/YYYY
	To:         

 FORMTEXT 
     
       MM/DD/YYYY

	Principal Investigator:
	     

	E-mail address:
	     

	Phone Number:
	     

	Department: 
	     

	Address (MSC):
	     

	Type of Project:
	Research          Teaching  

	If Teaching:
	Course #:                                           
	Course Title:      

	Previous IBC number (if applicable):
	     


	Project Funding (if applicable): 

	Funding Agency
	OSP Proposal #
	Start Date
	End Date
	Principal Investigator(s)

	
	VA-     
	
	
	


	Other Institutional Reviews/Approvals

	Use of Animals (IACUC):   N/A
 No  Yes   
If Yes, approval received:   Pending
 No   Yes   
Animal Biosafety Level:       
Protocol Number(s):      
	Use of Human Subjects (IRB):   N/A
 No  Yes   
If Yes, approval received:   Pending
 No   Yes   
Protocol Number(s):      


	Nature of the Application

	 Exempt    

 Non-Exempt
	Provide a brief justification for the exempt/non-exempt status:      


	Biosafety Considerations

	What is the associated risk group level(s) of the biological agent(s) you will use in the described research (select all that apply)? If you are unsure of the risk group designation of an agent, please refer to the NIH Guidelines, Appendix B.

	 RG-1 

 RG-2 

	Identify the Biosafety Level of the Laboratory:

	 FORMCHECKBOX 
 BL-1

 FORMCHECKBOX 
 BL-2

 FORMCHECKBOX 
 ABSL-1

 FORMCHECKBOX 
 ABSL-2


	Agents and Materials

	Identify all live and/or intact biological agents and materials in your laboratory. Provide as much descriptive and source information as possible.

***If you have already submitted the Agents and Biological Materials Form to the Office of Research Integrity in 2015, you do not need to fill out this table unless you have new agents or materials.

	Agent/

Material

Type
	Name of Agent/

Material
	Strain/Isolate
	Storage

Only (yes/no)?
	Source and/

or vendor
	Risk

Group

Level
	Biosafety

Level
	Agent/Material is a pathogen of (check all that apply):

	i.e. Bacteria, cell line, virus, etc.
	Include Genus and

species; as well as if

agent is wild type or

modified
	i.e. BL21, Adenovirus

Type 2, etc.
	i.e. agent is not
actively used
	i.e. ATCC cat#123,

Dr. X Lab from Y

College
	1, 2, 3
	1, 2, 3
	Human
	Animal
	Plant

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	Use this space to provide a description/justification for the Risk Group and Biosafety levels indicated above:      



Performance Sites

	Building and Room Number(s) where research will be conducted (provide buildings/room numbers for all experiments detailed in this application), and bio containment level of that room. Approval of this protocol is granted only for those location(s) designated below.  The PI is responsible for notifying the Biosafety Office if the designated experiment/storage locations change.  

	Building:

	Room No:

	Biosafety level for this research space
	Nature of research activity   (i.e. in vitro work, animal infection)

	     
	 FORMTEXT 

     
	
	     

	     
	     
	
	 FORMTEXT 

     

	     
	     
	
	     


If possible and applicable, provide an annotated floor plan of your research facility or facilities.

	Storage

	Method of Agent Storage: 
	     

	Location of Stored Agent:
	     

	Containment/ Access protocols:
	     


	Project Overview

	Provide a description of the work to be conducted in this project. Briefly explain in language understandable to a layperson the objective of this research and its importance to human or animal health, the advancement of knowledge, or the benefit to society.

	     

	The source(s) of nucleic acids:

	     

	The nature of the inserted DNA sequences (genetic modification):

	     

	The host(s) and vector(s) to be used: 

	     

	Will a deliberate attempt be made to express foreign gene, and if so, indicate the protein that will be produced: 

	     

	Other organisms and/or animals, if any, that will be associated with the genetically modified agent(s): 

	     

	Provide information regarding your direct experience handling/transporting/manipulating each of the agents listed in this project. Include information regarding the use of the agents with the containment practices and experimental protocols described. If you do not have experience with any of the listed agents and/or procedures, please explain who will provide the training:

	     

	Does this project involve the use of live animals and/or arthropods?

	 No Yes 

	Does this project involve the use of live plants?

	 No Yes 


	Scope of Research

	Do the project(s) described above include any of the following (Note: rDNA refers to recombinant and/or synthetic nucleic acid molecules)? Check all that apply. 

	1.  Transfer/shipping of biological materials, including patient/clinical specimens, liquid nitrogen, cell cultures, tissues, genetically modified organisms, infectious agents, toxins, or items on dry ice.

a. Have you received Shipping Dangerous Goods Training?  No Yes 

	2.  Production and/or storage of large-scale cultures with volumes greater than 10 liters at any one time.

Please check all that apply, regardless of the Risk Group and/or if recombinant/synthetic nucleic acids are involved.

 We will be culturing modified organisms greater than 10 liters at any one time.

 We will be culturing unmodified microbial agents greater than 10 liters at any one time.

 We will be culturing unmodified human/nonhuman primate tissues or cells greater than 10 liters at any one time.

 We will be culturing unmodified animal tissues or cells greater than 10 liters at any one time.

Provide the following information regarding the cultures:

Describe the vessels in which you intend to perform large-scale cultures:      
Indicate whether this is a closed system, and whether seals are available to prevent leakage enclosed in

ventilated housing:      
Describe whether HEPA filters are available and where:      
Describe how your system exhaust gases will be treated to prevent release of viable organisms:      
Describe your monitoring or sensing devices to monitor containment:      
Describe how you intend to transfer material from your growth chambers and how this material will be

decontaminated:      
Describe your transport protocol for transport of agent(s) between locations (i.e. through hallways and other

non-laboratory areas):      
Lab Location: 

Name of agent(s) in this lab: 

In this room, the agent is:  Decontaminated 
 Stored  Used 
Biosafety Level:      
Is a biosafety cabinet used in this space:      
Maximum volume, at any one time:      
Emergency plan for spills and incident reporting:      

	3.  Acquisition, storage or manipulation of naturally occurring Risk Group-1 organism(s) (an RG-1 organism that has not been modified).

	4.  Acquisition, storage or manipulation of pathogen(s), which are infectious to humans, animals and/or plants.

	5.  Acquisition, storage or manipulation of human and/or non-human primate (NHP) cells and/or tissue samples. Note: All work must be conducted using BL2/BSL2/ABSL2 containment practices.

	6.  Acquisition, storage or manipulation of agents classified as select agents and/or select biotoxins. Note: requires CDC approval.

	7.  Acquisition, storage, generation or manipulation of recombinant and/or synthetic nucleic acid molecules (rDNA). This includes plasmids, viral vectors, synthesized nucleic acids (siRNA, RNA, miRNA), creation and/or use of modified animals/plants, human gene therapy, nanoparticles to modify cells/organisms, etc.

	8.  Non-synthetic nucleic acids cloned into or from organisms that are classified as RG2, RG3, RG4 or select agents.

Name of pathogen being modified or used as a source of nucleic acids:      
If modified, will the pathogen be replication competent:    No
 Yes 
Is pathogen used in cultured cells/tissues:  No
 Yes 
Is pathogen used with a helper virus or helper plasmid:  No
 Yes 
Is modified pathogen introduced into vertebrates, invertebrates and/or plants:  No
 Yes 
List known antibiotic resistances:      
If viral source of nucleic acids: what is % of viral genome to be used (<50%, 66%, 100%)?      

	9.  Insertion of nucleic acids, or modified agents, into cells and/or tissues (human, non-human primate and/or animal).

What cells and/or tissues are being used, and from what organism(s) are they derived?      
Have any of the cells/tissues been previously modified with recombinant or synthetic nucleic acids?      
How will the recombinant and/or synthetic nucleic acids be introduced into the cells?      
Will the modified cells and/or tissue be introduced into live organisms?  No Yes 

	10.  Insertion of nucleic acids directly into, or the introduction of modified organisms and/or agents into, animals (vertebrates and invertebrates). This includes the purchase and/or generation of transgenic/modified rodents.

This program involves: 

 The direct modification of animals or invertebrate organisms (i.e., creating transgenic animals and/or genetically engineered animals) and/or the purchase of genetically modified animals or invertebrate organisms (i.e., purchase of transgenic animals, purchase of knock-out animals).

 The use of recombinant/synthetic nucleic acid containing organisms/agents in unmodified animals or invertebrate organisms.

 The use of recombinant/synthetic nucleic acid containing organisms/agents in modified animals or invertebrate organisms.

Animal/invertebrate name (genus, species) and common name:      
Normal (wild type) containment level for animal:      
The animal invertebrate can be found: 

Within the state of VA?  No 
 Yes 
Within the U.S.?  No 
 Yes 
Country of origin (if not in the U.S.):  No
 Yes 
Is the organism already modified:  No
 Yes 
Will naturally occurring (wild type) pathogens be introduced into the organism:  No
 Yes 
Will modified organisms/agents be introduced to the organism:  No
 Yes 
Name of modified organism/agent(s) that will be introduced to the organism:      
Is this the deliberate transfer of recombinant DNA derived from a eukaryotic viral genome into an animal and/or invertebrate organism?:  No
 Yes 
For the following questions, consider the effect of the recombinant DNA modification(s) on the target organism(s) either through direct introduction or in the context of a modified pathogen.

Modifications include the introduction of recombinant DNA with the intent of reducing a specific biological activity within the target organism.  No
 Yes 
Modifications include the intent of adding a specific biological activity to the target organism.  No
 Yes 
Is there an intentional release of the target animal organism(s) (either directly modified, or those introduced to modified pathogens) into the environment planned for this program?  No Yes 

	11.  Insertion of nucleic acids into whole plants, or the use of modified organisms and/or agents with whole plants.

This program involves: 

 The introduction of recombinant/synthetic nucleic acids directly into plants (generation of transgenic plants) and/or the use of modified plants that were purchased and/or received from another institution.

 The use of genetically modified animals, microorganisms and/or invertebrates with unmodified plants.

 The use of recombinant/synthetic nucleic acid containing pathogens in unmodified plants.

 The use of genetically modified animals, microorganisms, pathogens and/or invertebrate organisms with transgenic plants.

 The use of unmodified animals, microorganisms, pathogens and/or invertebrate organisms with transgenic plants.

Plant Name (Genus, species):      
Common Name:      
Is the plant exotic to VA or a noxious weed?      
Is the plant already modified?  No 
 Yes 
This plant will be used in conjunction with naturally occurring (i.e. wild-type)

Plant or animal pathogens?  No Yes 
Non-human vertebrate or invertebrate organisms?  No
 Yes 
This plant will be used in conjunction with modified
Plant or animal pathogens?  No Yes 
Non-human vertebrate or invertebrate organisms?  No
 Yes 
Unmodified or recombinant/synthetic nucleic acid containing plants will be associated with:

1. Recombinant/synthetic nucleic acid-modified, non-exotic microorganisms with no recognized potential for serious detrimental impact on managed or natural ecosystems (Agrobacterium spp., Rhizobium spp.). 

 No
 Yes 
2. Recombinant/synthetic nucleic acid-modified, exotic microorganisms with no recognized potential for serious detrimental impact on managed or natural ecosystems.  No
 Yes 
3. Recombinant/synthetic nucleic acid-modified, non-exotic microorganisms with recognized potential for serious detrimental impact on managed or natural ecosystems.  No
 Yes 
4. Recombinant/synthetic nucleic acid-modified, exotic microorganisms with recognized potential for serious detrimental impact on managed or natural ecosystems.  No
 Yes 
5. A competent insect vector.  No
 Yes 
6. Is this the deliberate transfer of recombinant/synthetic nucleic acids derived from a eukaryotic viral genome into a plant?  No
 Yes 
For the following questions, consider the effect of the recombinant/synthetic nucleic acid modification(s) on the target organism(s) either through direct introduction or in the context of a modified pathogen.

1. Modifications include the introduction of recombinant/synthetic nucleic acids with the intent of reducing a specific biological activity within the target organism.  No
 Yes 
2. Modifications include the introduction of recombinant/synthetic nucleic acid with the intent of adding a specific biological activity to the target organism.  No Yes 
3. Are you using herbicide-resistance gene(s) for selection of transgenic plants?  No
 Yes 
4. Is there an intentional release of the target plants (either directly modified, or introduced to modified pathogens) into the environment planned for this program?  No Yes 

	12.  Deliberate transfer of rDNA, or RNA derived from rDNA, into one or more human research participants. This includes research involving ex-vivo transduction of cells for human application.

	13.  Synthetic nucleic acid molecules cloned from and/or into pathogenic organisms that are classified as RG2, RG3, RG4 or select agents.

1. What types of nucleic acids have been synthesized?      
2. Name of native gene/sequence:      
3. Source of native gene/sequence:      
4. Known or suspected function of gene/sequence:      
5. Is gene/sequence transient or stable?      
6. Use of the construct (i.e. cloning, expression, PCR, etc.)

	14.  Acquisition, storage or manipulation of Risk Group 1 (RG1) viral vector system(s).

Please specify vectors, transgenes, helper viruses, etc. 

Vector Type:      
Vector Source (strain, backbone, etc.):      
Vendor Source and Catalog Number:      
Gene(s) Expressed:      
Infectious Particles Produced:      
Is the vector replication defective?      
Vector packaging: Will you be using a packaging cell line and/or helper plasmid(s)?  No Yes 

	15.  Acquisition, storage, cloning and/or use of biologically derived toxin(s).

Biological Toxin Information 

Name of Toxin:      
LD50:      
Concentration of storage stock:      
Concentration of working stock:      
Vendor Source and Catalog Number:      
Form toxin is obtained (i.e. powder, liquid, etc.):      
Where is the toxin prepared/opened (i.e. fume hood, BSC, etc.)?      
Where is the inventory/tracking log located?      
Will you be cloning the genes for any of the above-mentioned toxins?  No
 Yes 
Where is the fume hood located (Building/Room)? Note: Powdered toxins must be handled in a fume hood.      
Where is the toxin kept when not in use?      
Will you use needles or sharps in experiments with toxins?  No
 Yes 
Will the toxin be used in animals?  No
 Yes 
Describe the major health risks associated with the toxin(s). If toxins will be used in animals, be sure to specify additional risks related to animal handling and husbandry:      
Describe the primary laboratory hazards associated with the use of the toxin (e.g. accidental inoculation,

ingestion):      
Will you use any of the following devices that have the potential to aerosolize toxin? Check all that apply

 Tissue Grinders

 Sonicator

 Vortexer

 Blender

 Shaker

 Autopsy/necropsy saw

 Intranasal/Intratracheal inoculation of animals

 Pressurized vessel (other than an autoclave)

What personal protective equipment (PPE) will be used to minimize exposure? Check all that apply

 Safety Glasses

 Goggles

 Faceshield

 Surgical Mask

 Gloves

 Lab Coat

 Shoe Covers

 Head Cover

      Other: 
How will work surfaces be decontaminated after work with toxins?      
Describe the inactivation and disposal methods of liquid waste contaminated with toxin(s):      
Describe the inactivation and disposal methods of solid waste contaminated with toxin(s):      
Will any of the toxins be introduced to immortalized cell lines, tissues, organs, and/or primary cells? 

 No
 Yes 
Select Toxin Information

Are you working with any of the toxins in the table below at or above the listed amount? 
 No
 Yes 
If yes, which toxin(s)? 
HHS Toxins

Amount

Abrin

100 mg

Botulinum Neurotoxins

0.5 mg

Short, paralytic alpha conotoxins

100 mg

Diacetoxyscirpenol (DAS)

1000 mg

Ricin

100 mg

Saxitoxin

100 mg

Staphylococcal Enterotoxins

(Subtypes A, B, C, D and E)

5 mg

T-2 Toxin

1000 mg

Tetrodotoxin

100 mg




	Biosafety Considerations

	1.  Does the research involve recombinant and/or synthetic nucleic acid molecules?
        No
 Yes 
 If no, proceed to Agents and Materials

	2. My research does involve recombinant and/or synthetic nucleic acid molecules. Please indicate the categories that apply to your research activities.

Appendix D Section III-A-1: Major Actions under the NIH Guidelines (). 

 Section III-A-1-a: Deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire it naturally, if such acquisition could compromise the use of the drug to control disease agents in human or veterinary medicine or agriculture.

 Section III-B-1: Deliberate formation of rDNA containing genes for the biosynthesis of toxin molecules lethal at an LD50 of less than 100 nanograms per kilogram body weight.

Appendix D Section III-B-2: Experiments that have been approved (previously approved under Section III-A-1-a) as Major Actions under the NIH Guidelines ().

Section III-C-1: Experiments Involving the Deliberate Transfer of synthetic nucleic acid molecules, rDNA, and/or DNA or RNA Derived from rDNA and/or synthetic nucleic acids, into One or More Human Research Participants.

 Section III-D-1: Experiments using human or animal pathogens (Risk Group 2, Risk Group 3, Risk Group 4, or restricted agents) as host-vector systems.

 Section III-D-2: Experiments in which DNA from human or animal pathogens (Risk Group 2, Risk Group 3, Risk Group 4, or restricted agents) is cloned into nonpathogenic prokaryotic or lower eukaryotic host-vector systems.

 Section III-D-3: Experiments involving the use of infectious DNA or RNA viruses or defective RNA or DNA viruses in the presence of helper virus in tissue culture systems.
 Section III-D-4: Experiments involving whole animals in which the animal's genome has been altered by stable introduction of rDNA, or RNA derived therefrom, into the germ-line (transgenic animals) and experiments involving viable rDNA-modified microorganisms tested on whole animals. Note: the purchase (or transfer to your lab) of previously created transgenic rodents is exempt from the regulations.
 Section III-D-5: Experiments involving the use of exotic and/or infectious agents to genetically engineer plants by recombinant DNA and/or synthetic nucleic acid methods, to use such plants for other experimental purposes, to propagate such plants, or to use plants together with microorganisms or insects containing recombinant DNA and/or synthetic nucleic acids.
 Section III-D-6: Experiments involving more than 10 liters of culture at any one time.
 Section III-D-7: Experiments involving influenza virus.
 Section III-E: Experiments not included in Sections III-A, III-B, III-C, III-D or III-F; and all such experiments may be conducted at BL-1 containment.

 Section III-E-1: Experiments involving the formation and use of rDNA and/or synthetic nucleic acid molecules containing no more than two-thirds of the genome of any eukaryotic virus, which are conducted at BL-1 in the absence of a helper virus.

 Section III-E-2: Experiments involving recombinant DNA-modified whole plants, and/or experiments involving recombinant DNA-modified organisms associated with whole plants, except those that that involve the use of exotic and/or infectious agents (III-D-5) and/or fall under Sections III-A, III-B, III-D, or III-F.

 Section III-E-3: Experiments involving the generation of new transgenic rodents. This section covers experiments involving the generation of rodents in which the animal's genome has been altered by stable introduction of synthetic nucleic acids, rDNA, or DNA derived therefrom, into the germ-line of rodents. This only covers experiments that require ABSL-1/BL1-N containment.

 Section III-F: Exempt from the NIH Guidelines. (Please select the below exempt experiment(s) that apply to your project(s)).


	Personnel

	Are serological tests or immunizations indicated for any of the research described in this protocol?  No Yes 

	List all personnel in your lab in the table below. Approval of the proposed research is given only for the identified personnel listed on the registration. Changes to personnel, addition or deletion, must be filed with the IBC as an amendment to this registration. New personnel must complete all training requirements and receive approval from the IBC prior to initiating work in the lab. 

The PI is responsible for ensuring that all personnel receive complete and appropriate training, AND any required vaccinations prior to the initiation of work. Lab-specific training should include the safe use and handling of all potentially hazardous materials used in the lab. The IBC may require that training be provided by someone other than the PI where warranted.

Comprehensive documentation of training for all lab personnel must be kept in the lab's biosafety manual for audit purposes.

All employees/personnel who have occupational exposure to potentially hazardous materials must be provided awareness of their risk to exposure to these materials and awareness of the control measures in place that reduces or eliminate the exposure of those risks.

	Describe the standard safety training procedure for all or subsets of investigators/personnel:

 

	Names of investigator, co-investigators, collaborators, and other personnel: 
	Title:
	Biosafety Training Completion Date(s):

	     
	     
	

	     
	     
	

	     
	     
	

	     
	     
	

	     
	     
	


	Dual-Use Research of Concern (DURC) Acknowledgement

	Per the National Institutes of Health: “Dual Use Research of Concern (DURC) is life sciences research that, based on current understanding, can be reasonably anticipated to provide knowledge, information, products, or technologies that could be directly misapplied to pose a significant threat with broad potential consequences to public health and safety, agricultural crops and other plants, animals, the environment, materiel, or national security.  The United States Government’s oversight of DURC is aimed at preserving the benefits of life sciences research while minimizing the risk of misuse of the knowledge, information, products, or technologies provided by such research.” 

	A. Categories of Experiments Included as DURC

Review the following categories of experiments, and select the statement that describes the relationship of research and/or teaching activities described in this protocol to the experiments listed.

a) Enhances the harmful consequences of the agent or toxin;

b) Disrupts immunity or the effectiveness of an immunization against the agent or toxin without clinical or agricultural justification;

c) Confers to the agent or toxin resistance to clinically or agriculturally useful prophylactic or therapeutic interventions against that agent or toxin or facilitates their ability to evade detection methodologies;

d) Increases the stability, transmissibility, or the ability to disseminate the agent or toxin;

e) Alters the host range or tropism of the agent or toxin;

f) Enhances the susceptibility of a host population to the agent or toxin; or

g) Generates or reconstitutes an eradicated or extinct agent or toxin listed below.

The research and/or teaching activities described in this protocol:

 Do not involve any of the categories of experiments listed above.

 Do involve 1 or more of the categories of experiments listed above.

B. Specific Agents Included as DURC

Review the following list of agents, and select the statement that describes the relationship of research and/or teaching activities described in this protocol to the agents listed.

a) Avian influenza virus (highly pathogenic)

b) Bacillus anthracis

c) Botulinum neurotoxin

d) Burkholderia mallei

e) Burkholderia pseudomallei

f) Ebola virus

g) Foot-and-mouth disease virus

h) Francisella tularensis

i) Marburg virus

j) Reconstructed 1918 Influenza virus

k) Rinderpest virus

l) Toxin-producing strains of Clostridium botulinum

m) Variola major virus

n) Variola minor virus

o) Yersinia pestis

The research and/or teaching activities described in this protocol:

 Do not involve any of the agents listed above.

 Do involve 1 or more of the agents listed above, but do not involve any of the listed categories of experiments in part A.

 Do involve 1 or more of the agents listed above, AND do involve 1 or more of the listed categories of experiments in part A.


	Bio-sketch 

	Submit an updated bio-sketch for the Principal Investigator, and each co-investigator along with this form. 


	Principal Investigator’s Statement


By signing below, I certify that I have read the following statements and agree that I and all listed participants on my IBC protocol (including all personnel added to the protocol in the future) will abide by the statements, as well as all policies and procedures governing the use of infectious agents, recombinant DNA and other biohazardous materials, as outlined by James Madison University policies and applicable federal regulations.

· I recognize that I have a responsibility for ensuring the information provided in this application is complete, accurate and thorough by participating in the development of the IBC application and conducting a review of the protocols. 

· I recognize that I have responsibilities for ensuring that anyone who enters my laboratory practices appropriate biosafety precautions.

· I recognize that I have responsibilities for ensuring that all listed participants conducting this work have received or will receive appropriate training in safe laboratory practices and procedures for this protocol before any work begins on this project.  Also, I have a responsibility for ensuring that anyone working in or having access to spaces where this project is conducted must be instructed on the hazards associated with this project.  The IBC or EHS staff may review my records documenting the training or instruction of personnel.

· I recognize that I have a responsibility for complying with the requirements pertaining to the shipment and transfer of biohazardous materials.

· I recognize that I have a responsibility for reporting to the Biosafety Officer immediately any spill of biohazardous material, any containment equipment or facility failure, and/or any breakdown in procedures, which may result in potential exposure of laboratory personnel and/or the public to the biohazardous material.

· I recognize that I have a responsibility for reporting to the Biosafety Officer immediately should an employee become ill and/or exhibit symptoms and signs consistent with an infection caused by an organism associated with my research.

· I recognize that I have a responsibility for following all the applicable guidelines as approved for this protocol.

· I recognize that I have a responsibility for submitting in writing a request for approval from the IBC of any significant modifications to the protocol.

· I recognize that I must not carry out the work described in this application until it has been approved by the IBC. 

· I attest that this application is accurate and complete. 
	Principal Investigator

	
	         
	

	Name (Printed)
	Signature
	Date

	Co-Principal Investigator 

	
	         
	

	Name (Printed)
	Signature
	Date

	Department Chairperson’s Endorsement: I have reviewed the proposal which is the basis of this Main Registration Form and endorse its submission. 

	
	         
	

	Name (Printed)
	Signature
	Date


Submit an electronic version (in a Word document) of your ENTIRE protocol to researchintegrity@jmu.edu. 

Provide a SIGNED hard copy of the form to: 

Office of Research Integrity, MSC 5738 | 801 Carrier Drive| EnGeo, Third Floor, Room # 3151
Electronic signatures and scanned hard copies are accepted. If submitting electronically, a paper hard copy is not needed.
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