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SECTION I:  ADMINSTRATIVE INFORMATION 
Name of Principal Investigator:            Date:       
Title:            Department:       
Phone Number:            FAX Number:            Laboratory Location:       


Campus Mail Address:            E-mail Address:       
Title of Research Project:       
IBC Application No.:       
Date of Application Approval:          IACUC No.      
 FORMCHECKBOX 
 Check here for change in Principal Investigator (PI) 
 FORMCHECKBOX 
  This project has been completed/terminated.  Date:      
SECTION II:  MODIFICATIONS
Due to the recent amendments to the NIH Guidelines regarding research with Recombinant and Synthetic Nucleic Acid Molecules, any changes that add work involving synthetic nucleic acid molecules must be submitted in the web-based IBC registration form. Do Not Submit this Word document form. Please find more information regarding the IBC Registration/Application process at our website: http://louisville.edu/dehs/Biological Safety/ibc 
The full text of the revised NIH Guidelines can be located at:http://oba.od.nih.gov/oba/rac/Guidelines/NIH_Guidelines_new.pdf and FAQ at: http://oba.od.nih.gov/oba/faqs/Synthetic_FAQs-Sept-2012.pdf.

	Action
	Classification
	Specifics of Biomaterial

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	rDNA Host(s)
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete
	rDNA Vector(s)
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	rDNA Gene(s)
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	rDNA Gene Source(s)
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	Infectious Agent(s)
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	Toxin(s) or Biohazardous Agent(s)
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	Human/Primate blood/tissue/cell line(s)
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	Animals (mouse strains, etc)
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	Other (specify):     
	     

	 FORMCHECKBOX 

	No Changes to Biological Agents


A.  Biological
B.  Location of Facilities     
  
Complete and attach a biohazard door sign request for each room listed.  Completed templates will be utilized to allow DEHS to provide signs for the listed facilities.
	Action
	Building
	Room

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	     
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	     
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	     
	     

	 FORMCHECKBOX 

	No Changes in Location of Facilities


C. Equipment (autoclave, biosafety cabinet, etc.)
Provide a copy of annual certification documentation for each biosafety cabinet currently in use (Fax: 852-0880).
	Action
	Type / Specifications / Serial Number / Certification Date
	Building
	Room

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	     
	     
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	     
	     
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	     
	     
	     

	 FORMCHECKBOX 
Add  FORMCHECKBOX 
Delete 
	     
	     
	     

	 FORMCHECKBOX 
 
	No Changes in Equipment


D1.  Personnel
The list of personnel must include all those who will physically handle the biohazardous agents or recombinant DNA molecules and are conceivably at risk from research procedures involving the use of these agents. The PI is responsible for all personnel receiving training and vaccinations prior to the initiation of work and thus must be included in this list regardless of exposure to these agents.  
All personnel working in a laboratory that contains human-derived materials must have annual bloodborne pathogens training.

	Name, Title
	Action
	Telephone
	Email
	NIH Guidelines Training
	Basic Biosafety Training
	Annual Bloodborne Pathogen Training

(Date or N/A)
	Hepatitis-B Vaccine Offer - Signed Form on File (Date or N/A)
	Level II Animal Training

(Date or N/A)
	Select Agent Regulations Training (Date or N/A)

	     
	 FORMCHECKBOX 
Current
 FORMCHECKBOX 
Add

 FORMCHECKBOX 
Delete
	     
	
	     
	     
	     
	     
	     
	     

	     
	 FORMCHECKBOX 
Current
 FORMCHECKBOX 
Add

 FORMCHECKBOX 
Delete
	     
	     
	     
	     
	     
	     
	     
	     

	     
	 FORMCHECKBOX 
Current
 FORMCHECKBOX 
Add

 FORMCHECKBOX 
Delete
	
	
	     
	     
	     
	     
	     
	     

	     
	 FORMCHECKBOX 
Current
 FORMCHECKBOX 
Add

 FORMCHECKBOX 
Delete
	     
	     
	     
	     
	     
	     
	     
	     

	     
	 FORMCHECKBOX 
Current
 FORMCHECKBOX 
Add

 FORMCHECKBOX 
Delete
	     
	     
	     
	     
	     
	     
	     
	     

	     
	 FORMCHECKBOX 
Current
 FORMCHECKBOX 
Add

 FORMCHECKBOX 
Delete
	     
	     
	     
	     
	     
	     
	     
	     

	     
	 FORMCHECKBOX 
Current
 FORMCHECKBOX 
Add

 FORMCHECKBOX 
Delete
	     
	     
	     
	     
	     
	     
	     
	     

	     
	 FORMCHECKBOX 
Current
 FORMCHECKBOX 
Add

 FORMCHECKBOX 
Delete
	     
	     
	     
	     
	     
	     
	     
	     

	     
	 FORMCHECKBOX 
Current
 FORMCHECKBOX 
Add

 FORMCHECKBOX 
Delete
	     
	     
	     
	     
	     
	     
	     
	     


D-2: Experience
If adding personnel, describe in narrative form their qualifications, by documenting the experience each individual has with respect to the agent(s) listed.  Include the number of years of experience and the capacity in which this experience was gained.  The PI should include a statement that he/she will bear direct responsibility for the training of all personnel and will ensure that every safety guideline is followed.
	


E. Exposure Control Plan (ECP):  


Date Completed/Reviewed:       (Note – ECP must be reviewed at least annually

For more information, see the Department of Environmental Health and Safety Website or complete the Template ECP

F. Biohazard Door Sign:  


Date Reviewed:       (Note – Door signs must be reviewed at least annually)

To receive new biohazard door signs, complete and attach an updated biohazard door sign request.  
SECTION III: SCOPE OF WORK
Summarize the goals of the protocol and explain how the requested modifications will affect the scope of work.
	     



SECTION IV: REVIEW OF RISK LEVEL, BIOSAFETY LEVEL and NIH Guidelines Classification
Please note: the NIH Guidelines were revised September 2012, which resulted in additional NIH    Classifications and renumbering of previous NIH Classifications. Please review, complete and submit Worksheet 1.
Address whether or not the modifications described herein, alter the risk level, the biosafety level, or the NIH Guidelines Classification (if applicable) of the protocol.  Explain how the biosafety level will change and what precautions, decontamination and disposal methods will be employed.

	     



SECTION V: PI Statement

I have reviewed the above information regarding my IBC application and attest that the information contained in this Annual Review form is accurate and complete.  I agree to comply with all requirements pertaining to the use, handling, storage and disposal of biohazardous agents and recombinant or synthetic nucleic acid molecules as outlined in my approved IBC application and any IBC approved amendments.  

     







     

 FORMTEXT 
     
Principal Investigator Signature



Date
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