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17
				Word process or type.  Submit to the IACUC Chair.
	                               Please contact an IACUC member if you have any questions about this form.
17
			
The UMW-IACUC must approve in writing any proposed significant changes to a protocol prior to implementation of those changes.  Significant changes include change in rationale for the experiments, animal species, numbers, and/or procedures.  Use this form to submit proposed changes for IACUC review.
  
For a new project that is unrelated to the research described in the approved protocol and/or a change in Principal Investigator you must submit a new protocol for IACUC review.


++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++
Protocol #:

Project Title:	

Principal Investigator (s)/Responsible Faculty Member (s):

__________________________________________________ Dept.___________________________ 	

__________________________________________________  Dept. __________________________

Telephone: _________________ FAX: ___________________e-mail:  _______________________	

The information that I am providing in this amendment is a complete and accurate summary of procedures to be added to my protocol and are not unnecessarily duplicative of what has been done before.  
+++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++++

1.  For species listed in the parent protocol, do you plan to use more animals than was originally estimated for this project?   _______        If “yes”:
a. Number to be added, by species and strain.

b. Vendor or source of the new animals.

c. Justification for the additional animals.

Complete the pain and distress table in question 4 for the new animals.


2.  Do you plan to use species not listed in your approved protocol?  ________     If “yes”:
a. New species and numbers needed:  

b. Vendor or source of the animals: 

c. Explain why you need to add the new species and justify the numbers to be used.

Add the new species to the pain and distress table in question 4.

3. 
Will you be using procedures not described in your approved protocol?   ________
If “yes” complete sections 3a through 3e.  IF YOU ARE ADDING A POTENTIALLY PAINFUL PROCEDURE (USDA CATEGORY D OR E) THE IACUC MAY ASK YOU TO SUBMIT A NEW PROTOCOL.
a. Provide a detailed description of the procedures.  Identify any discomfort, distress, pain or injury that may result from the procedures and describe how the animals will be monitored for adverse effects.  For animals that were listed in your original protocol, say whether or not the new procedures change the level(s) of pain and distress described in the original protocol. 
b. Describe measures you will take to minimize pain or distress for the new procedures.

c. If the animal use involves survival surgery and/or more than minimal pain or distress attach a surgical appendix (Appendix  S) for the new procedure. 

d. For new procedures in pain categories D and E document your search for alternatives to these procedures by providing the following information:
  
Databases searched __________________________________________________________   

Keywords used [include species, procedure(s) and “alternatives”]:   _______________________________________________________________________________
Years covered by the search   _______________to ___2009.  
Date of the search (must be within a week of submission of the amendment)  _______________
Other sources consulted  __________________________________________________________

e. Describe the euthanasia method(s) to be used.  

4.  Pain and Distress Levels
If you are adding extra animals of the same species (“yes” to q. 1), adding new species (“yes” to q. 2), and/or changing the pain/distress level for animals listed on the protocol please complete the table below using USDA pain and distress categories (for definitions see Animal Use Protocol Application, Section IV.I)  
	
	
	NUMBER BY PAIN & DISTRESS LEVEL


	SPECIES
	     A               B                C                D                E

	
	

	
	

	
	

	
	




5.  Will you be using agents that could be hazardous to animal handlers and/or lab personnel that have not been described in your approved protocol?  [Radioisotopes, chemical agents, irradiation devices, infectious agents or human or non-human primate material (blood, tissue, body fluids)]?  _________   If “yes”:
a. Identify the agent (s):

b. How will personnel be protected from exposure to the agent(s)?  


Review by attending veterinarian

I verify that the elements of this addendum have been assessed regarding the use of appropriate techniques in utilization of animals and that consultation with the PI will occur as necessary to resolve issues to minimize pain and distress to the animals. 


________________________________________ ___________________
Attending veterinarian			       	date
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IACUC Approval


as written:		__________________________________ ________________
			 IACUC Chair				date

with modifications: 	__________________________________ ________________
			IACUC Chair				date

