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IBC Form 2a

Exempt Recombinant DNA Registration Document

All activity involving the use and/or storage of recombinant DNA must be registered with and approved by the IBC.  The NIH Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines) are located in the Investigators’ Manual for the Use of Biohazardous Materials in Research and at: http://oba.od.nih.gov/oba/rac/Guidelines/NIH_Guidelines.htm. In the event the activity also uses an infectious agent, this agent must also be identified and registered on this form.  Infectious agents are infectious biological agents and biologically derived materials that present a risk or potential risk to the health of humans, animals or plants, either directly through infection or indirectly through damage to the environment.  Creighton University has no laboratory facilities to accommodate Risk Group 4 (RG-4) infectious agents.  Please contact the IBC Office if you are contemplating work with an RG-4 infectious agent.

This Form 2a may be used only with recombinant DNA activity that is exempt under the NIH Guidelines.  Please use Form 2 for non-exempt recombinant DNA activity.  

	1. Principal Investigator Name: 
	     
	E-mail: 
	     

	2. Department and School: 
	     
	Phone: 
	     

	3.
Laboratory Location: 
	     

	4.
Funding Agency:
	     

	5.
Project Title:
	     

	6.  
Risk Group of infectious agent, if used:
	Infectious agent_________________
 FORMCHECKBOX 
 RG1   FORMCHECKBOX 
 RG2   FORMCHECKBOX 
 RG3  

	7.

Laboratory Biosafety Level for Overall rDNA Activity: (Appendix G of NIH  Guidelines)  
	 FORMCHECKBOX 
 BL1
             FORMCHECKBOX 
 BL2
        FORMCHECKBOX 
 BL3

	

Involving Plants (Appendix P of NIH Guidelines)
	 FORMCHECKBOX 
 BL1-P         FORMCHECKBOX 
 BL2-P     FORMCHECKBOX 
 BL3-P

	
Involving Animals (Appendix Q of NIH Guidelines)
	 FORMCHECKBOX 
 BL1-N         FORMCHECKBOX 
 BL2-N     FORMCHECKBOX 
 BL3-N

	8.

Identify the NIH Guidelines category of recombinant DNA research (check all that apply)

	 FORMCHECKBOX 
  Section III-D*
	 FORMCHECKBOX 
  Section III-E*
	 FORMCHECKBOX 
  Section III-F


*If an experiment falls into Section III-F and into either Section III-D or Section III-E as well, the experiment is considered exempt from NIH Guidelines.

9.
Attach a copy of the protocol.  Provide a summary of your planned use, including significant risk, if any.  If you intend this registration to include multiple constructs, please list them.  (Attach a separate sheet if additional space is needed.)       
10.
Provide the following information:

	a. Sources of recombinant DNA: 
	     

	b. The nature of the inserted DNA sequences
	     

	c. Do you plan to propagate the recombinant?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	d. What are the host recipient(s)? 
	     

	
Vector(s)/specific phage or plasmid:
	     

	e. Is a helper virus to be used?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
If yes, what is the helper virus:
	     

	f. Are plants or animals to be exposed to the recombinant?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	g. Will an attempt be made to obtain expression of a foreign gene?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	
If yes, what protein(s) will be produced?
	     

	h.  Describe the containment conditions to be implemented (See Appendices G, I, P, & Q of NIH Guidelines, as applicable) 
	     


11. Will either live animals or ionizing radiation be used in this project?

Live animals     
□ Yes (IACUC approval required)     □  No

Ionizing radiation
□ Yes (RSC approval required)
□ No
12.  Describe the method and location of storage of any infectious agent used in the project____________________________________________________________________

13.  Applicant’s Assurance.  I certify that:

a. I have familiarized myself with the federal regulations governing recombinant DNA research as compiled in the NIH Guidelines.
b. I have disclosed the nature of the recombinant DNA work done in my laboratory and attest that it is in the category that has been declared exempt from federal regulation by NIH Guidelines Section III-F.
c.  I will not conduct recombinant DNA experiments that are subject to regulation by NIH Guidelines without the authorizations mandated therein, and will submit a separate form to the Institutional Biosafety Committee covering this use of recombinant DNA before initiating any experiments.
d. I have read and understand my responsibilities as Principal Investigator as outlined in Section IV-B-7 of the NIH Guidelines, and will comply with these responsibilities.

e. If the project involves an infectious agent, I have attached a copy of the following items to this registration:

•
Documentation for all personnel who will have access to the infectious agent indicating their level of training and experience working with infectious agents..

•
My written procedures describing the potential biohazards and precautions to be taken.

•
My written emergency plan for handling accidental spills and personnel contamination.

f. If the project involves an infectious agent, all personnel conducting this work, including my collaborators, have received instruction on the specific hazards associated with the infectious agent and the specific safety equipment, practices, and behaviors required during the course of using this infectious agent and use of these facilities.  My records documenting this instruction may be reviewed.

g. Any spill of infectious agents, any equipment or facility failure (e.g., ventilation failure), and/or any breakdown in procedure that could result in potential exposure of laboratory personnel and/or the public to infectious material will be reported to Public Safety immediately (280-2911).

h. Any proposed changes in the project, including addition of new personnel, will be reported to the IBC before the change is implemented or personnel added.

i. If use of infectious agents involves human body fluids or tissues, all personnel working with such agents have been given the opportunity to receive immunization against Hepatitis A and B at no cost.

j. If the project involves an infectious agent, when I no longer plan to use the registered infectious agent in the laboratory, the IBC will be notified of the disposal or transfer to another Principal Investigator utilizing IBC Form 4.  No transfer or disposal shall occur until IBC approval has been obtained.

k. The information provided herein is accurate to the best of my knowledge. I also understand that, should I use the project described above as a basis for a funding proposal (either intramural or extramural), it is my responsibility to ensure that the description of the work in the funding proposal is identical in principle to that contained in this registration.

Signature of Principal Investigator

Date

Submit this completed form to the IBC Office, Criss I, Room 123 or fax to 280-4766.

IBC Use Only

 FORMCHECKBOX 
 Section III-D     FORMCHECKBOX 
 Section III-E    FORMCHECKBOX 
 Section III-F

Biosafety Level   FORMCHECKBOX 
 BL1    FORMCHECKBOX 
BL2   FORMCHECKBOX 
BL3  

	 FORMCHECKBOX 
 BL1-P         FORMCHECKBOX 
 BL2-P     FORMCHECKBOX 
 BL3-P

	 FORMCHECKBOX 
 BL1-N         FORMCHECKBOX 
 BL2-N     FORMCHECKBOX 
 BL3-N


Recombinant DNA Research is:  FORMCHECKBOX 
 Approved   FORMCHECKBOX 
 Disapproved

IBC Signature





Date
 FORMCHECKBOX 
 IBC-signed copy returned to Registrant 
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