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NCI-Frederick 
IBC Research Registration Form
For Breeding of Transgenic and Knockout Animals

To learn more about the IBC Research Registration Process, please review the directions available at:  http://home.ncifcrf.gov/ehs/ibc/registrationprocess.asp



[image: ]

	Principal Investigator: 
	     
	Project Supervisor: 
	     

	Email:
	     
	Email:
	     

	Bldg/Room: 
	     
	Bldg/Room: 
	     

	Inst/Co.: 
	[bookmark: _GoBack]     
	Inst/Co.: 
	     

	Program: 
	     
	Program: 
	     

	Phone: 
	     
	Phone: 
	     

	[image: ]

ACUC Animal Study Proposal Number [image: icon3]:                          Expected Duration of Study:       

Project Title:         [image: ]



1.   Describe, in NON-TECHNICAL LANGUAGE, the goal of breeding transgenic or knockout animals:       

      1a. What lab procedures are involved?     |_|  Ear Snips    |_|  Tail Snips    |_|  Other:      

2.   Specify animal species:    |_|  Mice    |_|  Rats    |_|  Other:      
  			      
3.   What is the source of the animals to be bred?  |_|  Investigator Generated    |_|  Commercial
                                                                                |_| Transgenic Mouse Model or Knock Out Facility 
  
4.   Classify your experiment according to the current NIH Guidelines citing applicable section numbers. [image: icon3]
            

5.   Name the organism(s) used as the DNA source: 
       
      a. Viral:   |_|  Adenovirus    |_|  Lentivirus     |_|  Murine Retrovirus    |_|  Other:       

      b. Prokaryotes (e.g., E. coli K12):   |_|  Plasmid Injection    |_|  Other:      
       
      c. Eukaryotes (e.g., yeast, mammals, mammalian cell lines):  Name:      
        
6.   Describe, in your own words, the nature of gene sequences used to make the recombinant (If obtained  
      commercially, attach catalog description):         

7.   Was a vector used to create the animal being bred?    |_| YES    |_| NO

      a. If YES, what viral components are present?       
 
8.   Is there any possibility that the animal secreta, excreta and/or soiled bedding could remain a viable hazard?
      |_| YES    |_| NO

9.   Describe the potential hazards and the practices and procedures used to minimize occupational exposures:
           

10.  Do the animals carry:

       a. Genetically modified microorganisms or genetic elements from organisms listed on the CDC List of Select                 Agents (42 CFR 72.6, Appendix A) shown to produce or encode for a factor associated with a disease? [image: icon3]
           |_| YES |_| NO

       b. Genetically modified microorganisms or genetic elements that contain nucleic acid sequences coding for any             of the toxins listed on the CDC List of Select Agents (42 CFR 72.6, Appendix A), or their toxin subunits? [image: icon3]
           |_| YES |_| NO

11.  Containment equipment  in use: |_| Biological Safety Cabinet  |_| Ventilated Racks (positive pressure)
				       |_| Microisolator Caging         |_| Ventilated Racks (negative pressure)
                                                           |_| Other:      

12.  Will glassware and/or sharps be used in this project? |_| YES  |_| NO

       a. If YES, explain how the glassware/sharps will be safely used and disposed of.       

13. Have all personnel associated with this protocol (including animal caretakers) been instructed and trained in the  practices and techniques required to ensure safety and the procedures for dealing with accidents?
[bookmark: Check22][bookmark: Check23] |_| YES |_| NO 

      a.  Please describe the laboratory-specific training provided to employees:       

[bookmark: Check1][bookmark: Check2]14. Do you intend to transport research material? |_| YES |_| NO   (If YES, complete a & b below)

	 a.  
	 Transporting within NCI-Frederick Campus buildings and laboratories?  |_| YES |_| NO

 a1.  If YES, describe the equipment and procedures used to ensure the material is transported
           safely and in accordance with all applicable regulations and requirements:      

	 
	 

	b.  
	 Transporting outside of the NCI-Frederick Campus? [image: icon3]  |_| YES |_| NO




















	
	

	15. Please complete the Employee Roster and Acknowledgement of Safety/Medical Surveillance Statement of Understanding.  


	I have been informed of all potential hazards, availability of and/all medical surveillance, and I have been trained in safe work practices. I understand and will follow approved laboratory practices and procedures.


	Employee Name 
	Employee ID# 
	Job Title
	Signature

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	

	     
	     
	     
	


 


	
16. Please complete the Research Locations form below, listing all laboratory and/or animal research locations associated with this protocol. [image: icon3]

List all facilities (e.g., NCI-Frederick, NIH, etc.), buildings and rooms where research will be conducted. 


	If an individual room has been designated for work at more than one Biosafety Level, the highest degree of physical containment and work practices should apply at all times.


	Facility
	Bldg
	Room
	Laboratory BSL: 
	Animal Facility BSL: 

	
	
	
	BSL2
	BSL2*
	BSL3
	ABSL1
	ABSL2
	ABSL3
	ABSL4
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17. Please complete the Principal Investigator Acknowledgement of Responsibility for Conducting Research in Accordance with NIH and IBC Guidelines and Ensuring Compliance with All Safety and Medical Surveillance Requirements. [image: icon3]

Initial each statement below, then sign and date at the bottom:

1. _____ I attest that the information contained in this application is accurate to the best of my 	knowledge.

2. _____ Any information in this registration that is considered confidential or proprietary to the 	NCI or a third party (including unpublished data) has been indicated as 	“CONFIDENTIAL” by adding a footer or stamping the hard copies.

3. _____ I agree to comply with NIH guidelines for Research Involving Recombinant DNA and 	have consulted Section IV-B-7 of the NIH Guidelines.

4. _____ I agree to conduct this project in accordance with the policies of the NCI-Frederick IBC 	and the Biosafety Office.
 
5. _____ I accept responsibility for the safe conduct of work involving all materials used
                 in this proposal.

6. _____ All personnel associated with this protocol (including animal caretakers) have been 	instructed and trained in the practices and techniques required to ensure safety and the 	procedures for dealing with accidents.

7. _____ I understand that I am responsible for ensuring that personnel who may be at risk are 	offered appropriate medical surveillance.

8. _____ I understand that any/all changes in the proposal or personnel must be reported to the 	Biosafety Office immediately.

9. _____ I understand that all protocols must be submitted for IBC review and renewal every 	three years.

10. _____ I will not carry out the work described in the attached application until it has been 	approved by the IBC and all requirements have been met.


Principal Investigator (Please Print Name):


Principal Investigator (Signature):					    Date:
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