ACUC Protocol Amendment Policy

(protocol amendment.doc; version: April 6, 2015; originally approved by the ACUC October 25, 2006)

Investigators contemplating changes to approved protocols should consult the ACUC Chair, University Veterinarian, or Office of Research Compliance Associate for advice.  A change is called an amendment and may have either a minor or major (significant) impact to the conduct of the study in terms of the use of animals.  Federal regulations and guidelines both instruct on what is a major change and allow for the establishment of policy as well at the institutional level when it is approved by the ACUC.
According to current policy, an amendment must be filed with the ACUC and approved.  The table below summarizes the established amendment policies as reviewed by the ACUC and the appropriate action that can be taken.  A procedure not included in the table is not to be construed as meaning no amendment is required.  In such a case, please consult with the ACUC.
Amendments should be filed using the ACUC e-protocol system at: https://academic.cpp.edu/animalcare/  

In late 2014, the PHS Policy on Humane Care and Use of Laboratory Animals and USDA Animal Welfare Regulations both defined the responsibilities of an animal care and use committee regarding review and approval of proposed significant changes to animal activities.  Modifications were made subsequently to this guideline and include veterinary review of items marked “*” in “Major (Significant) Change Procedure” below.
	Minor Change Procedure

- can be approved by the Chair (administrative review)
- can be deferred to review (designated member or full committee) by the ACUC at Chair’s discretion

	Any change (addition or deletion) in personnel other than the responsible principal investigator (PI, usually a faculty member); the ACUC must be advised of the addition of students, whether as research associates or graduate students
	approved October 25, 2006

	An increase of up to 5% in the number of rats or mice approved for use for the 3-year approval period of the protocol
	approved October 25, 2006

	Addition of a class section for teaching protocols
	approved October 25, 2006

	
	

	Major (Significant) Change Procedure

- must be reviewed (either designated member or full) by the ACUC
- changes that have, or have the potential to have, a negative impact on animal welfare

	Objective(s) of the study
	approved October 25, 2006

	Change in the PI
	approved October 25, 2006

	Switching from non-survival to survival surgery
	approved October 25, 2006

	The degree of invasiveness of a procedure or the amount of discomfort experienced by an animal
	approved October 25, 2006

	Addition or change in the species (or strain, in special cases)
	approved October 25, 2006

	An increase in the number of animals to be used (greater than 5% rodents)
	approved October 25, 2006

	Change in anesthetic agent(s); the use or withholding of analgesics; sedation*, or experimental substances*
	approved October 25, 2006; modified April 06, 2015

	Change in the method of euthanasia approved in the AVMA Guidelines*
	approved October 25, 2006; modified April 06, 2015

	Duration, number, type*, or frequency of procedures performed on an animal
	approved October 25, 2006

	A change that would impact personnel safety
	approved April 06, 2015

	A change in housing and or use of animals in a location that is not part of the animal program overseen by the ACUC
	approved April 06, 2015

	Addition of the use of other hazardous materials (chemical, biological, physical) with no change to a safety level such as ASBL
	approved April 06, 2015

(moved from minor)


