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	ANIMAL CARE AND USE COMMITTEE

EXPLANATION FOR ANIMALS IN USDA CATEGORY E 



	
	Instructions for CAT E Form


	
	This form must accompany the ACUC Protocol Review Form to justify proposed Category E procedures


Category E animals are those that may be or retrospectively have been subjected to painful or stressful procedures without the use of anesthetics, analgesics, tranquilizers or alternative methods of relief. Withholding of pain or distress relieving medication or methods can be allowed only if it is scientifically justified in writing and approved in advance by the ACUC. 
Examples of category E procedures may include (but are not limited to) studies (e.g. LD50 studies) that allow animals to die without intervention, pain studies where use of pain-relieving agents would confound experimental results, in vivo monoclonal antibody ascites production, psychological conditioning experiments that involve painful stimuli such as a noxious electrical shock that cannot immediately be avoided by an animal, food or water deprivation beyond that required for pre-surgical preparation.
Category E Justification

Category E studies are given enhanced scrutiny by IACUCs because both the ACUC and outside oversight agencies must be satisfied that less painful or stressful alternatives are not available, or that less painful/stressful endpoints cannot reasonably be used. By law, the institution must report all category E procedures for USDA covered species to the USDA; at this time category E procedures for non-USDA covered species information is available only upon request by OLAW and AAALAC and under public record requests.  

Please note that the justification given by the researcher on this form will be that supplied to either the USDA (if a covered species), to other oversight agencies or upon official request under Florida Sunshine/Open Records law. 

____________________________________________________________________________

Question #1 – list all procedures in the protocol that have the potential to cause pain or prolonged distress that cannot be alleviated through the use of anesthetics, analgesics, tranquilizers or alternative methods.  If procedural detail is not provided in the protocol, provide a complete and detailed description of the procedure(s).
Question #2 – If the procedure(s) must be performed because of federal or state regulations, policy or guidelines, list the agency and the specific CFR citation, policy or guideline (per procedure).  An  answer to this question is only required if there is a specific regulation, policy or guidance that requires the procedure(s).
Question #3 – Provide scientific justification clearly describing why each procedure must be used and why use of pain or distress relieving drugs or alternative methods cannot be used.  The scientific justification should be clear and compelling such that the ACUC is convinced that the merits of the project justify any potential pain or prolonged distress that might be experienced by animals undergoing the procedure(s).  Please use lay language that can be readily understood by non-scientists.
Note:  A thorough literature search looking for alternatives to the use of the listed procedure(s), including alternatives to the use of live animals, methods to reduce the number of animals in this category or refinement of methods to reduce pain/distress must be done under ACUC Protocol Question #18.
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ANIMAL CARE AND USE COMMITTEE

EXPLANATION FOR ANIMALS IN USDA CATEGORY E 

CAT E FORM

Principal Investigator:





Date:







E-Mail Address:





Telephone:






Campus Address:













Department:






ACUC Protocol #:





Proposal Title:















Number and Species of Animals Listed in Category E.  (Use separate form for each species)
Species:





  Number:







1. List all procedure proposed in this protocol that may have the potential for producing pain and/or prolonged distress in the animal(s) that cannot be alleviated by use of pain or distress relieving drugs or techniques.  Provide a complete description of the procedure(s) if not completely described in the referenced protocol.
2. If procedure(s) are performed because they are mandated by federal regulations or guidelines, provide the name of the agency and specific reference citation from the Code of Federal Regulations or other relevant guidelines that require the procedure(s).

3. Provide a full explanation justifying the use of the procedure(s) and the rationale for withholding drugs or alternative methods to relieve pain and/or distress. For example, provide scientific justification that such drugs would adversely affect the test/study results, or cite all regulation(s) and/or Federal Agency policies that prohibit the use of these drugs or alternative methods.


P.I. Signature: 






    Date: 




ACUC Chair Signature: 





    Date: 
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(Form revision approval date: April 26, 2011)

