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___________________________________________________________

Institutional Biosafety Committee (IBC)

Protocol for Research Involving Biohazardous Materials

IBC#:        


Biosafety Level of Containment:        
(to be assigned by the IBC)
(Refer to Appendix B, NIH Guidelines)

Section I
1.
APPLICATION DATA

	Date of pre-application:        
	Date of final application:        

	(The pre-application can be submitted electronically, while the final application must be submitted as one hard copy.)

	TITLE OF PROTOCOL:         

	PRINCIPAL INVESTIGATOR:        

	SECONDARY INVESTIGATOR(S):        

	PARTICIPATING PERSONNEL:        


Note:  All investigators and participating personnel must have documentation showing participation in the UNMC Biosafety Training program.  This training must be done on an annual basis.

	DEPARTMENT:        
	TELEPHONE #:        

	ADDRESS:         
	CAMPUS ZIP:        

	LABORATORY (Building/Room #):        

	FUNDING SOURCE: (Check all that apply and provide names as necessary)

 FORMCHECKBOX 

NIH

 FORMCHECKBOX 

NSF

 FORMCHECKBOX 

Commercial 


Company name:   
 FORMCHECKBOX 

State

 FORMCHECKBOX 

Seed Grant 


Source:   
 FORMCHECKBOX 

Departmental

 FORMCHECKBOX 

Private Foundation/Association 
Company name:   
 FORMCHECKBOX 

Institutional Research Support



 FORMCHECKBOX 

Other



Source:   



2.
PRINCIPAL INVESTIGATOR’S ASSURANCE

(To be included with the final application only.)

The signature certifies that the PI understands and accepts the following obligations in this study:

 FORMCHECKBOX 

I recognize that as the PI it is my responsibility to ensure that this research and the actions of all project personnel involved in conducting the study will conform with the IBC approved protocol and the provisions of the NIH Guidelines for Research Involving Recombinant DNA, the CDC/NIH Biosafety in Microbiological and Biomedical Laboratories manual, and the Select Agent Rule 

(http://www.cdc.gov/od/sap/docs/42cfr73.pdf)  where appropriate.

 FORMCHECKBOX 

I will inform the IBC of any unanticipated biosafety related problems encountered while doing the research.

 FORMCHECKBOX 

I will notify the IBC of any change in an RG-1 protocol.

 FORMCHECKBOX 

I will not initiate any change in an RG-2 or RG-3 protocol without prior IBC approval.

 FORMCHECKBOX 

I will maintain all required research records on file and I recognize that representatives of the IBC are authorized to inspect these records.

 FORMCHECKBOX 

I accept responsibility for the safe conduct of the experiments to be conducted and will see that all associated personnel are trained in the safe laboratory practices required for this work.

 FORMCHECKBOX 

I will oversee the development and implementation of standard biosafety operating procedures  for the laboratory.

 FORMCHECKBOX 

I understand that IBC approval is valid for 1 year and an annual IBC update is required in order to maintain approved status. 

 FORMCHECKBOX 

I understand that failure to comply with all NIH regulations, IBC requirements/policies, and the provisions of the protocol as approved by the IBC may result in suspension or termination of my research project.

For protocols involving the use of Select Agents (as defined by the NIH/CDC):

 FORMCHECKBOX 

I will comply with the requirements for the reporting and securing of select agents that fall within the bounds of the PATRIOT Act. 

For protocols using animals in research:

 FORMCHECKBOX 

I will contact the Comparative Medicine staff and develop standard operating procedures (SOPs)and an Operational Safety Protocol (OSP) to address relevant operational biocontainment and safety issues for the use of these agents in animals, prior to their introduction into animals

__________________________________________

____     _____
___     __

PI Signature






Position


Date

3.
ACKNOWLEDGED 
__________________________________________






Departmental Signature
  




Position
 

Date

4.
IBC APPROVAL
The Institutional Biosafety Committee has reviewed the proposed project and has found it to be in compliance with the NIH Guidelines, the CDC/NIH Biosafety in Microbiological and Biomedical Laboratories manual, and the Select Agent Rule requirement for research involving biohazardous materials.

___________________________________________




___________

Oksana Lockridge, Ph.D.







Date

Chair, Institutional Biosafety Committee

Section II

General Biosafety Information

(Refer to Instructions)
	1. Purpose of the Study. 
     

	2. Name of Biohazardous Material to be Utilized and Risk Group  (RG) Classification.
     

	3. Biosafety Level (BL) of Containment.
     

	4. Safety Practices Summary.
     

	5. Risk for Occupational Exposure.
     

	6. Storage of Biohazardous Materials.
     

	7. Special Instructions for Biosafety Level 3 Containment.
     

	8. Literature Cited. 
     


Section III

Human Gene Transfer Supplement

(Refer to instructions)

     
Section IV

Animal Use Supplement

(Refer to instructions)

1. List each biohazardous/regulated agent identified in Section II.2 which will be introduced only into animals.
     
2. Has this research use of animals received UNMC/UNO Institutional Animal Care and Use (IACUC) approval?

 
 FORMCHECKBOX 
  No.


 FORMCHECKBOX 
  Yes.
IACUC Protocol number         

Date Approved        



IACUC Approval pending 


Date Submitted       
3. Specify each species and provide the specific strain designation of the animals used in these studies.


     
4. Will recombinant DNA be inserted into a germ line in order to establish a transgenic animal?


 FORMCHECKBOX 
  No.


 FORMCHECKBOX 
  Yes. 

If yes, what are the anticipated or known immediate/long-term adverse effects or changes in phenotype and/or 
genotype of such a change on the animal , e.g., early disease onset/resistance, immunodeficiency, etc.?
     
 and

What kind of expression is the rDNA expected to exhibit in the animal? Permanent expression?
     
5. Are there plans to introduce the agent/s into immune compromised animals such as SCID mice, nude mice, NOD SCID mice or other species or into transgenic animals? Please explain.
     
6. Indicate the route of administration of the agent.
	 FORMCHECKBOX 
  IV
	 FORMCHECKBOX 
  IP
	 FORMCHECKBOX 
  SQ
	 FORMCHECKBOX 
  IM
	 FORMCHECKBOX 
  ID
	 FORMCHECKBOX 
  Tracheal Intra-cranial
	 FORMCHECKBOX 
  Oral


	 FORMCHECKBOX 
  Intra-medullary
	 FORMCHECKBOX 
  Injection into Bone Marrow
	 FORMCHECKBOX 
  Aerosol
	 FORMCHECKBOX 
  Other: Specify       


7. List the animal facility and the area/room number(s) where the animals will be housed and used.

(Please contact the Comparative Medicine staff to obtain this information.) 

     
8.  Will the  biohazardous agent and/or the organism/animal containing the agent present ANY risk of exposure to personnel with animal contact (animals, their bedding or caging) including the animal care staff?


 FORMCHECKBOX 
  No.


 FORMCHECKBOX 
  Yes. Answer parts A, B, C. and D.


A. According to the NIH-rDNA Guidelines Appendices G and Q and/or the CDC/NIH Biosafety in Microbiological and Biomedical Laboratories, what Animal Biosafety Level (ABL) will be used to contain the agent/s and the animals? ABL1, ABL2, ABL3. Contact the Comparative Medicine staff for assistance in answering this question.  Note: Generally, Risk Group 2, replication incompetent adenovirus vectors placed into rats, mice or rabbits will be held at ABL 2 for a minimum period of 72 hours until the passive shedding period is over.
     

B. What animal sources/routes, e.g., urine, feces, blood, bite scratch, sputum, cough, sneeze, etc., present a potential risk of exposure to personnel with animal contact including the animal care staff?
     

C. What Personal Protective Equipment (PPE) is required to be worn by personnel with animal contact including the animal care staff to protect them from potential risk of exposure from the animal sources mentioned in part B.        

D. What safety practices are/will be in place to protect personnel with animal contact including the animal care staff?       
9. Will the animals exposed to the infectious agents/biological toxins be transported within the animal facility or to other areas outside the animal facility within UNMC or off-campus?

 FORMCHECKBOX 
  No.

 FORMCHECKBOX 
  Yes.  Describe how and where the animals will be transported.       
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