

IBC Number

Creighton University Institutional Biosafety Committee

2500 California Plaza, Omaha, NE 68178 ( Phone: 402-280-3074
Fax: 402-280-4766 ( www.creighton.edu/researchcompliance/biosafety

IBC Form 1a

Select Agent or Select Agent Toxin Registration 

Complete this form if you intend to use and/or store select agents or select agent toxins.  Select agents and select agent toxins are those identified by the Centers for Disease Control and United States Department of Agriculture.  A copy of the select agent list is provided in the Investigators’ Manual for the Use of Biohazardous Materials in Research and online at: http://www.selectagents.gov/select%20agents%20and%20Toxins%20list.html.
You must register all select agents regardless of the amount.  

	1. This is a(n):

	 FORMCHECKBOX 
 initial submission 
 FORMCHECKBOX 
 continuing review with modifications or revisions (attach statement outlining specific modifications, revisions or changes to the protocol, personnel, safety procedures, etc.).


	2. Principal Investigator Name: 
	     
	E-mail:
	     

	3. Department and School: 
	     
	Phone: 
	     

	4. Funding Agency:
	     

	5. Project Title:
	     

	6. Identify all personnel who will have access to the select agent/select agent toxin (Provide copies of curriculum vitae indicating training and experience working with select agents/select agent toxins):       


	7. Laboratory Location: 
	     

	8. Select Agent/Select Agent Toxin: 
	     
	Amount:       

	9. Identify the Risk Group of the Agent/Select Agent Toxin:
	 FORMCHECKBOX 
 RG-2   FORMCHECKBOX 
 RG-3   FORMCHECKBOX 
 RG-4

	10. Identify the Biosafety Level of the Laboratory: 
	 FORMCHECKBOX 
 BL-2
 FORMCHECKBOX 
 BL-3


11. Attach a copy of your protocol.  Provide a summary of your planned use, including significant risk, if any (attach a separate sheet if additional space is needed):       
12. Will live animals be infected with the select agent or select agent toxin?     FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

If yes, you must obtain prior approval from the Institutional Animal Care and Use Committee.

13. Will ionizing radiation be used with the select agent or select agent toxin?  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

If yes, you must obtain prior approval from the Radiation Safety Committee.

14. Method of Select Agent/Select Agent Toxin Storage:       
15. Location of Stored Select Agent/Select Agent Toxin:       
16. Identify precautionary medical practices (e.g., vaccines, health surveillance) that will be implemented.  If none, please explain:       
17. Applicant’s Assurance. I certify that:

a. I have attached a copy of the following items to this registration:

· Documentation for all personnel who will have access to the select agent/select agent toxin indicating their level of training and experience working with recombinant DNA.

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

· My written emergency plan for handling accidental spills and personnel contamination as required under Section IV-B-7-a-(b) of NIH Guidelines.
b.
All personnel conducting this work, including my collaborators and staff, have received instruction on the specific hazards associated with the select agent/toxin and the specific safety equipment, practices, and behaviors required during the course of using the select agent/toxin and use of these facilities.  My records documenting this instruction may be reviewed.

c.
A revised Select Agent Registration Form (IBC Form 1a) will be submitted to and approved by the IBC before new personnel will be given access to select agent(s) or select agent toxin(s).

d.
Any spill of select agent(s) or select agent toxin(s), 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 the select agent/toxin will be reported to Public Safety (280-2911).

d.
Any proposed changes in my use that would result in an increased level of biohazard or that involve the addition of new personnel will be reported and approved by the IBC before the change is implemented or new personnel are allowed to have access to the select agent/select agent toxin.

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

f. Use of select agents/select agent toxins that require IBC approval prior to initiation will not be initiated or modified until approval is received from the IBC.

g. When I no longer plan to use the select agents or select agent toxins in the laboratory, the IBC will be notified of disposal or transfer to another Principal Investigator utilizing IBC Form 4.  No transfer or disposal shall occur until IBC approval is obtained.

h. 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; and if not, a revised Select Agent/Select Agent Toxin Registration Form (IBC Form 1a) will be submitted for approval.

Signature of Principal Investigator

Date

Submit this completed form to the IBC Office, Criss I, Room 111 (402) 280-3074 or fax to 280-4766. 

IBC Use Only

 FORMCHECKBOX 
 Exempt Amount

 FORMCHECKBOX 
 Non-Exempt Amount
 FORMCHECKBOX 
 Approved
 FORMCHECKBOX 
 Disapproved

Biosafety level approved:
 FORMCHECKBOX 
 BSL-2
 FORMCHECKBOX 
 BSL-3

Laboratory inspection required prior to initiation of use?
 FORMCHECKBOX 
 Yes*
 FORMCHECKBOX 
 No

Is a security risk assessment required?


 FORMCHECKBOX 
 Yes**
 FORMCHECKBOX 
 No

*Use of select agents or select agent(s) toxins cannot begin until the IBC or its designee has inspected the laboratory and approved it for the appropriate biosafety level.

**Select agents or select agent toxins cannot be obtained or used until a security risk assessment has been completed by the FBI.  You will be contacted for additional information.

IBC Signature





Date

 FORMCHECKBOX 
 IBC-signed copy returned to Registrant 

Select Agent or Select Agent Toxin 
1
Creighton University Institutional Biosafety Committee
Registration Document, 05/06

Select Agent or Select Agent Toxin 
1
Creighton University Institutional Biosafety Committee
Registration Document, 07/2010


