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James Madison University 
Institutional Biosafety Committee

ANNUAL RENEWAL AND MODIFICATION FORM
Use this form if you wish to continue your IBC Registration of biohazardous materials (infectious agent, select agent/select agent toxin, or recombinant DNA). Your application will be reviewed at the next IBC committee meeting.  Submissions made at least 2 weeks prior to the meeting will be given full consideration. 

A modification must be approved by the IBC prior to the initiation of the modified protocol.  If you have significant changes in procedures and/or biological materials, please submit a new full application.
	General Information


	Project Title:
	     

	Principal Investigator:
	     

	E-mail address:
	     

	Phone Number:
	     

	Department: 
	     

	Address (MSC):
	     

	IBC Protocol #
	     

	Biosafety Level of the Laboratory:
	 FORMCHECKBOX 
 BL-1
	 FORMCHECKBOX 
 BL-2
	 FORMCHECKBOX 
 ABSL-1 (Animal)
	 FORMCHECKBOX 
 ABSL-2 (Animal)

	Does this constitute a change in your biosafety level since your original submission?
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

Please explain:


Type of Submission (please select one): 

 FORMCHECKBOX 
 Annual renewal with no project changes

 FORMCHECKBOX 
 Annual renewal with modification 

 FORMCHECKBOX 
 Modification to ongoing project
NATURE OF CHANGES:

If applicable, please check the categorical change you are requesting:  (Explain all changes at the bottom of the form.)
	1. Project  title
	 FORMCHECKBOX 


	2. Change in funding (OSP Proposal # 
	 FORMCHECKBOX 


	3. Scope of work
	 FORMCHECKBOX 


	4. Location of project
	 FORMCHECKBOX 


	5. Biosafety level
	 FORMCHECKBOX 


	6. New personnel
	 FORMCHECKBOX 


	7. Use of recombinant DNA
	 FORMCHECKBOX 


	8. Type of infectious agents
	 FORMCHECKBOX 


	9. Use of other biological reagents (blood, body fluids, cell lines): 
	 FORMCHECKBOX 


	10. Use of transgenic plants or animals
	 FORMCHECKBOX 


	11. Use of select agents or toxins
	 FORMCHECKBOX 


	12. Change in human studies
	 FORMCHECKBOX 


	13. Other
	 FORMCHECKBOX 



EXPLANATION OF CHANGES

Describe revisions to original disclosure in enough detail to allow for committee review and include any pertinent safety information such as containment measures, emergency plans for spills, contamination, or other accidents, surveillance plans and data reporting practices, personnel training measures, and disposal and/or transfer of agent plans):  
If change in personnel, please complete the table below to add or remove personnel.

	Add or Remove?
	Name of Personnel
	If Adding: Biosafety Training Completion Date AND Nature of Training

	
	
	

	
	
	

	
	
	

	
	
	


	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 and that any modifications to the originally approved project will not take place without prior review and approval by the IBC.

· 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

	IBC Chair

	
	         
	

	Name (Printed)
	Signature
	Date


Submit an electronic version (in a Word document) of this form 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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