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Institutional Animal Care and Use Committee

ADDENDUM FORM
Instructions for submitting the addendum:

1) Complete the addendum using lay language (8th grade level).

2) Submit DIRECTLY to the IACUC and not the department representative.
3) For adding personnel do not add to this addendum. Submit a separate personnel addendum to iacucoffice@colorado.edu
4) Email the completed Word version of the Addendum to iacucoffice@colorado.edu


5) For principal investigators who are not CU Boulder Faculty, the advisor must be copied on the email to the IACUC Office.
Protocol Number: 
Addendum Number: 
Today’s Date: 
Principal Investigator:
If applicable, Responsible Faculty:
Department: 
Protocol Title: 
Funding Source: 
Protocol Expiration Date: 
***Note: This form cannot be used to add personnel (use the Personnel Addendum Form), nor can it be used to change the Principal Investigator of an animal protocol. Please contact the IACUC Office if you need to change the name of the PI on a protocol.***
Which types of changes in the protocol are being proposed through this addendum? Check all that apply.
TIER 1: Administrative Changes

	
	Change in protocol title 


	
	Add funding source (submit electronic copy of new grant)

	
	Change in location of animals (contact facility manager if applicable)


	
	Change in animal source (vet must approve imports prior to shipment)

	
	Change in strain that is not known to increase incidence of disease or health issues 


TIER 2: Minor Scientific Changes (No or minimal increase in pain or distress)
	
	Change in sex, age, or strain of a species already approved in the protocol 
(where strain is known to cause disease or health issues)

	
	Change in anesthesia or analgesia (include description of disposal/ safety issues)


	
	Change in euthanasia method/ terminal procedures

	
	Addition/deletion of an innocuous, non-invasive procedure


	
	Change in location of field research (email us any required permits)

	
	Change in number of animals



TIER 3: Major Scientific Changes (all other changes or increase in pain/distress)

	
	Change in animal species

	
	Change in time course of procedure or drug delivery (frequency and duration)


	
	Change in an invasive or surgical procedure, combining procedures

	
	Addition/deletion of procedure 


	
	Change in surgical plans (pre-op, post-op, minor to major, multiple major, etc.)


	
	Change in care or use of a Special Care Form


	
	Change in hazardous substance use



	
	Addition/removal of a drug/drug dose/route of administration

	
	Other (describe briefly immediately below)



1. Describe the changes and provide scientific justification for all the changes proposed. When applicable, cite references and previous experience to provide support for the changes. 
2. If you are adding new procedures, indicate who will be performing these procedures and provide updated training documentation to verify the personnel performing the procedures are trained on those procedures.

3. If you are requesting an increase in animal numbers, what is the total number of each species added to this protocol by this addendum?


4. Reduction Strategies: If you are requesting an increase in animal numbers, provide scientific justification for why an increase in animal numbers above is required. Describe the size and number of experimental groups and the number of animals needed for procedure development. This is required in the Guide for the Care and Use of Laboratory Animals, Eighth Edition: “Whenever possible, the number of animals and experimental group sizes should be statistically justified” (page 25). You can provide any of the following as justification if appropriate to your study: 1) power analysis, 2) citation of scientific literature with an explanation of why that paper relates to your study (in layman’s terms), 3) results of a pilot study, 4) a number is explicitly required by the FDA or other federal agency, 5) animal numbers are based on N per experiment, variables, etc. Please refer to the IACUC’s SOP #9 page 4 for more information. If it is appropriate to do a power analysis or some other statistical method to justify animal numbers, do so here. Include the parameters you used.  If there are a lot of experiments/animals used on the protocol it is helpful to provide a summary table.
5. Do you expect animals to experience more clinical illness, pain, or distress, or any other health related issues as a result of the procedures proposed in this amendment (if yes or unsure, please explain and include whether there is a need to increase monitoring due to these proposed changes)?  
6. List any potential adverse events for aspects added with this addendum (e.g. procedures, genotypes, etc) and explain how these outcomes will be managed to minimize the pain and distress for the animals. 
7. Do you expect there to be any other concerns resulting from this addendum that are not listed above, such as: personnel safety, biosafety (includes rDNA experiments; introduction of biological agent or cell lines in-vivo or in-vitro; producing or using transgenic animals), additional disposal, additional hazardous/radioactive materials (including human or non-human animal tissues or blood), animal transportation; new field sites or species requiring federal or state permits? 
8. If “Yes” to number 6 above, please explain and address how you will manage these concerns. 
IMPORTANT NOTES:
The Institutional Veterinarian should be notified of any unexpected deaths, illness, distress or other deviations from normal in animals. UCB.Veterinarian@colorado.edu or 303-815-8036 
For changes in personnel safety, biosafety, hazardous/radioactive materials or disposal, contact Holly Gates-Mayer at 303-492-8683 or EHSBIO@colorado.edu 
PLEASE LEAVE BLANK-FOR IACUC OFFICE USE ONLY
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