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INSTRUCTIONS

Please type or print this form, being as specific as possible.  Please attach additional sheets if necessary to answer each question thoroughly. 

Return completed form to:	Chair - Western Illinois University Institutional Biosafety Committee

This Protocol Registration Application will be discussed at the next Institutional Biosafety Committee meeting. The IBC Chair will notify you by email after a decision has been made regarding your application.

If further assistance is required, please contact the Chair of the Institutional Biosafety Committee.


Part A: GENERAL INFORMATION

1. Principal Investigator:		Name________________________________

Email Address_________________________

						Department____________________________

						Building and Room Number_______________

2. Grant or Project Title:




3. Granting Agency or Agencies:




4. Grant Period:




5. Co-Investigator Information:
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Part B: SPECIFIC PROJECT INFORMATION

1. Does this document replace a previously-approved document? If yes, please provide the document’s approval number that this replaces.

2. Overall Goal(s) of this project:

3. Experience of Lab Staff and PI/Co-PI:

4. Hands-on Training:

5. What NIH Classification does your work fall under? (III-A through III-F; Please refer to the NIH Guidelines for this information).


Part C: INSERTS, VECTORS, HOSTS

1. Answer the following questions:
a. Will drug resistance be transferred to pathogenic bacteria which do not acquire the resistance naturally? (Covered under Section III-A of the NIH Guidelines). 						 
Yes___	No_ _

b. Will any of the anticipated products of the recombinant RNA or DNA be toxic to vertebrate cells at LD50 of less than 100 ng/kg body weight? (Covered under Section III-B of the NIH Guidelines).  
Yes____	No_ _
						    
c. Will recombinant RNA or DNA derived from recombinant nucleic acid molecules be transferred to human subjects? (Covered under Section III-C of the NIH Guidelines). If yes, provide the IRB approval #.
Yes___	No_ _

d. Will the recombinant or synthetic nucleic acid molecules be introduced into plants? (Covered under Section III-D-5 of the NIH Guidelines).
Yes___	No_ _

e. Will any of the anticipated products of the recombinant RNA or DNA be Risk Group 2 agents (agents that are associated with human disease which is rarely serious and for which preventive or therapeutic interventions are often available)?
Yes___	No_ _

f. Will any of the anticipated products of the recombinant RNA or DNA be Risk Group 2 agents that are cloned into nonpathogenic prokaryotic or lower eukaryotic host-vector systems? (Covered under Section III-D-2 of the NIH Guidelines).
Yes___	No_ _

g. Will any of your experiments involve the use of infectious DNA or RNA viruses or defective DNA or RNA viruses in the presence of helper virus in tissue culture systems? (Covered under Section III-D-3 of the NIH Guidelines).
Yes___	No___

h. Will any of the experiments involve cultures of volumes greater than 10 liters?	(Covered under Section III-D-6 of the NIH Guidelines).		    
Yes___	No_ _

i. Will your experiments involve the formation of recombinant or synthetic nucleic acid molecules that contain no more than two-thirds of the genome of any eukaryotic virus? (Covered under Section III-E-1 of the NIH Guidelines).
Yes___	No_ _

j. Will recombinant DNA containing organisms be deliberately released into the environment? (Covered under Section III-E-2-b of the NIH Guidelines).
Yes___	No_ _

2. If using a viral vector: Is the vector replication defective? If yes, explain the molecular basis for this designation (e. g. FIV gag/pol/env deleted).


3. Will proteins or regulatory RNAs be expressed by the inserted genes or nucleic acid segments? If yes, what protein or RNA will be expressed: What is the known or proposed function of the expressed proteins or regulatory RNAs?


	


4. Will the recombinant or synthetic nucleic acid molecules be introduced into non-human animals?
a. If yes, will this alter the germ-line of the animal? (Covered under Section III-D-4 of the NIH Guidelines).  
b. If yes, provide the IACUC approval #.


5. Source of RNA or DNA to be cloned or used in experiments:


6. Description of host-vector systems used or to be used:


7. Anticipated products of the cloned genes:


8. Description of experimental manipulations and uses of the recombinant RNA or DNA:


9. Is this work exempt from the NIH guidelines? If no, specify the level of biological and physical containment and practices specified for this work. (e.g., Biosafety level 2 (BL2))	
[bookmark: _GoBack]Yes___	No_ _
The NIH and CDC recommend the usage of a BL2 for these experiments.

10. The laboratory facility to be used: 
	
Building____________________  
                       
Rooms_____________________

11. Date Experiments will start and end:	

	    

Part D: PRINCIPAL INVESTIGATOR’S CERTIFICATION
I am familiar with the current NIH requirements pertaining to the use, containment, shipment and transfer of recombinant RNA and DNA materials, and I agree to abide by these provisions and any other specific NIH policies pertaining to the proposed project.  The information above is accurate and complete.  I will inform IBC promptly, in writing, of any significant changes in the provided information above and will request further approval as needed. 

_______________________________________	_____________________
Principal Investigator					Date
_______________________________________	_____________________
IBC Action							Date

_______________________________________	_____________________
Chair, WIU IBC						Date
