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      IBC HGT Registration 
         Amendment Form

     THIS APPLICATION MUST BE TYPEWRITTEN

*Principal Investigators must use this form to request approval for all substantive changes to previously approved protocols. Substantive changes include, but are not limited to, using a microorganism or vector system other than what is listed in the registration, changes in procedures that may influence exposure potential, or changes in equipment, facilities, or personnel. This form is not intended for renewals of approved protocols. To renew an existing protocol, please use the Human Gene Transfer Registration form.        

	1.  Principal Investigator:
	M.D. [ ]   Ph.D. [ ]  Other:

	2.  Department/Division:
	Email:  

	3.  Office Address:
	Phone:

	4.  Lab Address:
	Phone:

	

	5.  List new professional personnel, employees and students involved in the project. Attach an additional sheet if needed. 

Name

Job Title

Lab Address

Phone Number




	6.  Project Title:



	7.  IBC Registration Number (located on approval letter):

	8.  Approved Biosafety Containment Level:   BSL1 [ ]  BSL2 [ ]  BSL2 enhanced [ ] 


	9.  Proposed Biosafety Containment Level:   BSL1 [ ]  BSL2 [ ]  BSL2 enhanced [ ]


	10.  Identify the Building and Room Number for the Proposed Experiments:



11.  Give specific reference for your experiment from the NIH Guidelines for Research Involving Recombinant DNA Molecules (e.g. Section III-D-1-a).  The NIH Guidelines can be accessed at http://oba.od.nih.gov/rdna/nih_guidelines_oba.html
	This project falls under the following Section from the NIH Guidelines:




12.  Attach a short, clear summary of the proposed changes to the existing experimental protocol. Avoid jargon and excess technical detail. Address each of the following items and include any other data that you feel has important bearing upon the safety and the proposed containment for this project. Please also attach updated ICF and Caregiver documents, as well as updated Investigator’s brochure and/or correspondence from the sponsor.
a. Briefly explain and justify any changes in the use of pathogenic microorganisms, viral vectors, or potentially infectious materials not already addressed in the approved protocol, including changes in preparation of the agent, dosing regimens and delivery.  

b. Briefly explain any changes in the gene(s) of interest, including a description of any associated hazards (i.e. genes that code for toxic, oncogenic, or otherwise hazardous peptides). 

c. Identify and describe the risks to humans and/or the environment associated with the proposed changes. Will the proposed changes affect the biosafety level of the project? Explain why or why not.
d. Identify any new risks associated with the agent that have been identified since the prior approval.  

e. As appropriate, identify and describe any changes in containment procedures that will be followed to prevent exposure to laboratory personnel and escape/release of laboratory plants or animals. 

f. Please attach the lab-specific safety procedures that will be added for all work BL-2 and above (see NIH Guidelines Appendix G for Biosafety Level Criteria). Procedures must be amended, as appropriate, to address changes outlined in the amendment that affect safety to laboratory personnel and containment of laboratory plants and animals. 
13.  I hereby apply for approval to amend my existing IBC registration for experiments involving recombinant DNA and/or synthetic nucleic acid molecules.  I am familiar with, and agree to abide by, the provisions of the current NIH Guidelines (April 2002 Federal Register (or later) and appendices), and any other specific NIH or University of Utah instructions pertaining to the proposed project. I agree to provide the IBC prompt written notification of any significant changes in these protocols or of any major accidents involving recombinant DNA and/or synthetic nucleic acid molecules. I agree to comply with NIH requirements pertaining to shipment and transfer of recombinant DNA and/or synthetic DNA materials.

I accept responsibility for the safe conduct of work with this material as indicated on any page of this form, and in any additional information submitted in connection with this application, or updating or revising this application. I will ensure that all personnel receive appropriate training in regard to proper safety practices and personal protective equipment needed for this work and that all building occupants are educated when warranted. 

I certify that all herein provided information, and any subsequent information submitted in connection with this application, is accurate and complete.

Principal Investigator (signature/date):_____________________________________________________
Send a copy of completed forms to the following individual: 

Biosafety Officer

University of Utah

Environmental Health and Safety

Bldg. 605

Telephone: 801-581-6590 

FAX:  801-585-7240

e-mail  biosafety@ehs.utah.edu 
06/07/2017
IBC Use Only





Registration # _________


Amendment# _________
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