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	DATE

	

	PROJECT TITLE

	

	PRINCIPAL INVESTIGATOR (or Advisor)
	

	Name:


	

	Department:


	

	Building and Room #:


	

	University Title:


	

	E-mail:


	

	Phone:


	

	Fax:


	

	Emergency Phone:


	

	PROJECT INFORMATION


	

	Is this project currently active? If no, please explain when it will become active or if it is terminated.
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
  NO

	Is this project currently funded?  If yes, identify the source of the funding.


	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
  NO

	Has the funding agency changed? Please specify.

 
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
  NO

	Has there been a change in the project title? Please complete an Amendment Form
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
  NO

	Has there been a change in the location of the work/experiments?  Please complete an Amendment Form
	 FORMCHECKBOX 
 YES
	 FORMCHECKBOX 
  NO

	Has there been a change in laboratory personnel?
	 FORMCHECKBOX 
 YES *
	 FORMCHECKBOX 
  NO

	Has there been a change in the agents(s)/organisms(s)?
	 FORMCHECKBOX 
 YES *
	 FORMCHECKBOX 
  NO

	Has there been a change in the host?
	 FORMCHECKBOX 
 YES *
	 FORMCHECKBOX 
  NO

	Has there been a change in the vector?
	 FORMCHECKBOX 
 YES *
	 FORMCHECKBOX 
  NO

	Has there been a change in the donor species or nature of the DNA segment selected?
	 FORMCHECKBOX 
 YES *
	 FORMCHECKBOX 
  NO

	Has there been a change in the Biosafety Level (BSL)?
	 FORMCHECKBOX 
 YES ++
	 FORMCHECKBOX 
  NO

	Has there been a change in the experimental procedures?
	 FORMCHECKBOX 
 YES ++
	 FORMCHECKBOX 
  NO

	Has there been a change in the NIH Experiment Category as specified under Section III of the NIH Guidelines?
	 FORMCHECKBOX 
 YES ++
	 FORMCHECKBOX 
  NO


	*
	If you answered Yes to any of these questions, you must submit the rDNA Research Amendment Form to the IBC prior to implementing any of these changes. 

	++
	If you answered Yes to any of these questions, you must submit a new Research Protocol Form/rDNA Registration Document prior to implementing any of the changes. 


A new Research Protocol Form/rDNA Registration Document needs to be completed if there has been a change that alters the experimental procedures, NIH experiment category and/or the biosafety risk assessment, and/or if more in-depth information is required. 

Each rDNA registration is approved for a period of 5 years.  After the 5 year expiration date, a new Research Protocol Form/rDNA Registration Document must be submitted. 

Forms are available on IRBNet at www.irbnet.org in the document library or in Forms and Templates. 

	PROBLEMS/ADVERSE EVENT (This question must be answered)


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Were there any unanticipated problems/adverse events/spills/contamination that occurred in the laboratory during your research?

If yes, please forward a completed Laboratory Incident Report with this document and be sure to include information on how the problem/adverse event was resolved to help prevent future occurrences. 

[The NIH Guidelines require the investigator to immediately report (to EHRS) significant problems, violations, and research-related accidents and illnesses.]

	RECERTIFICATION OF THE PRINCIPAL INVESTIGATOR – ELECTRONIC SIGNATURE


	The Principal Investigator must electronically sign the project package on IRBNet prior to submission of this form. 

For active and/or continuing protocols, the electronic signature on IRBNet represents that the Principal Investigator certifies that the use of recombinant DNA has been and/or will be in accord with NIH’s Guidelines for Research Involving Recombinant DNA Molecules (http://oba.od.nih.gov/rdna/nih_guidelines_oba.html), the University Biosafety and Laboratory Safety Manuals), the IBC Procedures for rDNA Research), and with federal, state and local environmental/occupational laws and regulations.  This also includes shipping requirements for hazardous materials, including rDNA molecules. 
In addition, the Principal Investigator acknowledges that all personnel and students conducting this work under his/her tutelage have been adequately trained.  In accordance with the NIH Guidelines, the Principal Investigator is responsible for training all personnel/students involved in the project in matters of potential hazards and biohazards, relevant biosafety practices, techniques, proper personal protective equipment, laboratory emergency procedures, and the biology of the organisms used in the experiment(s).  Training will be documented and updated periodically and whenever new hazards are introduced. 
The Principal Investigator also acknowledges that no significant change in this protocol will be implemented without prior IBC approval.

                


