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INSTRUCTIONS:

Please complete this form with a detailed description of all changes from the original protocol and the explanation for these changes.  The appropriate types of changes include (but are not limited to) any of the following:  additional test substances administered, changes in anesthesia, changes in data collection, changes in species or strain, need for additional animals, etc.  Complex changes in experimental procedure or multiple departures from the original protocol may require submission of an entirely new protocol.  Contact the IACUC office for guidance.

As mandated by the Animal Welfare Act, 9 CFR and our Assurance with PHS:  If the following items will be altered from the original protocol, please address each individually in the addendum regarding the proposed changes.  Any non-applicable items must be indicated by N/A. 

The Principal Investigator must electronically submit this form via his/her own email account.
Document submission by other lab personnel or from an alternate email address will not be accepted.  
DO NOT submit a hard copy.  

Questions?   Email the IACUC office or call 315-464-4292.


1. Describe ALL proposed changes and provide an explanation of why they are necessary.  (For example, scientific background and rationale would be appropriate if requesting new experiments.) If new surgical procedures will be performed, please attach a completed Appendix I – Surgical Intervention Form.

    

2. Species/strain involved.



3. Number of additional animals needed for this addendum.



4. If additional experiments are proposed, please provide a description of how the number of animals for each group (n) was determined.   (It is preferable that this determination be based on a power analysis and/or previous experience as to the number required for statistical significance.  Do not include animals used solely for breeding purposes unless integral to the scientific aims of the study.)  



5. Changes in anesthesia or other methods of minimizing pain and discomfort.




6. Changes in euthanasia methods.



7. What is this protocol’s current USDA pain category?  




8. Changes in the Administration of Compounds to Animals – Principal investigators are required to use pharmaceutical grade compounds for all experiments involving the use of live animals.  The administration of non-pharmaceutical grade compounds (NPG) to live animals will only be permitted following review and approval by the IACUC.  

· NPG compounds are defined as any compound not specifically formulated and approved by the FDA for administration into humans or animals.  Any chemical purchased from a chemical supply company (e.g.: Sigma-Aldrich) and mixed in the lab is considered NPG by definition.

· Justifications for using NPG compounds can include the following:  

a. No pharmaceutical grade veterinary or human drug is available or consistently available.    
b. Although a pharmaceutical grade drug is available, a greater concentration, different formulation, or route of administration is required.
c. Although a pharmaceutical grade drug is available, it contains preservatives or inactive ingredients that confound the research goals of the study.
d. Although a pharmaceutical grade drug is available, the NPG drug is required to replicate methods from previous studies.  
e. Although a pharmaceutical grade drug is available, the exorbitant cost has made it logistically unavailable (generally, cost savings alone is not adequate justification).
f. Other (provide justification in table below).

Do the proposed experiments only use pharmaceutical grade substances? Mark (X) appropriate response:

	
	
NA.  No new chemicals or substances are being added.
        (No additional information is required.)

YES.  All chemicals and substances used in animals will be pharmaceutical grade. 
          (No additional information is required.)


	
	

	
	NO.  Some or all chemicals and substances used in animals will be non-pharmaceutical grade.   
        Complete the table below for each NPG compound to be administered to live animals. 



	NPG Compound Name:

	· What is the justification for the use of the NPG compound?
(See a. – f.  above for guidance)
	

	· How is the compound prepared?
	

	· How will the sterility be assured?  
(N/A for gavage or topical)
	

	· How will the compound be stored?
	

	· How long will the compound remain safe and effective?
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