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The Institutional Animal Care and Use Committee (IACUC) has a responsibility to review and approve significant changes to approved protocols. In accordance with OLAW notice NOT-OD-14-126,  acceptable methods for the review of amendments are explained below.  

I. Significant Changes Requiring FCR or ER
Amendments considered significant include changes that may have the potential to negatively impact animal welfare and must be approved by one of the two valid methods of IACUC review: (1) Full Committee Review (FCR) by a convened quorum of the members of the IACUC or (2) Expedited Review (ER) by a subcommittee of the IACUC. The IACUC review procedures are detailed in the “Policy on IACUC Review Procedures.”

The following changes require FCR or ER:
-	from non-survival to survival surgery;
-	resulting in greater pain, distress, or degree of invasiveness;
-	in housing and/or use of animals in a location that is not part of the animal program overseen by the IACUC;
-	in species;
-	in study objectives;
-	in Principal Investigator (PI); 
-	that impact personnel safety;
-	increase in animals > 50% the number originally approved

II. Significant Changes Handled by Veterinary Verification and Consultation (VVC)
As part of OLAW’s guidance, Institutions may establish and IACUCs may approve policies (e.g., guidance documents, standard operating procedures, drug formularies) for the conduct of certain animal activities. These IACUC-reviewed and -approved documents may be used for the administrative handling of some significant changes in a process referred to as Veterinary Verification and Consultation (VVC). 

VVC Requirements:
1. The VVC process may not be used to add new procedures to a previously approved protocol. If new procedures are proposed, they must undergo FCR or DMR.
2. Only the Northeastern University attending veterinarian who is a member of the IACUC (including alternates) is authorized to administratively verify changes through VVC.
3. VVC can only be utilized according to IACUC-reviewed and approved guidance documents in consultation with an authorized veterinarian. The veterinarian is not conducting a DMR but is serving as a subject matter expert to verify that compliance with the IACUC-approved guidance document(s) is appropriate for the animals in the specific circumstance.
4. The veterinarian must refer any request that does not meet the parameters of the IACUC-approved guidance documents to FCR or ER. Additionally, the veterinarian can refer any request to FCR/ER for any reason. 
5. Proposed changes must be submitted using the amendment form and consultation with the veterinarian must occur prior to the change being implemented. The VVC must be documented and saved in the protocol file.
6. A list of changes administratively handled by VVC will be provided to the IACUC on a regular basis.  

VVC-Eligible Changes: 
The following changes may be handled by VVC, only if they meet the above requirements:   
a. Changes in anesthesia, analgesia, sedation (including agent, dose, frequency, or route)
b. Changes in experimental substances (including dose, frequency, or route) 
The substance itself may be changed as long as it is within a similar class to what was included in the original protocol (including vehicles, solvents, diluents, chemotherapeutics, antibiotics, hormones, etc.) 
c. Changes in duration, frequency, type*, or number of approved procedures 
* For some procedures, different variations can be approved (e.g. blood collection or genotyping methods) only if described in an IACUC-approved guidance document, included below.
d. Euthanasia to any method approved in the American Veterinary Medical Association (AVMA) Guidelines for the Euthanasia of Animals: 2020 Edition.

IACUC-Approved Guidance Documents for VVC:
Documents used for VVC will be reviewed by the IACUC at least once every three years to ensure they remain appropriate and accurate.  Please see “Amendment Policy Supplement: IACUC-Approved Guidance Documents for VVC” which lists all approved documents available for VVC. 

III. Administrative Changes: 
The IACUC through the DLAM Director may administratively handle the following, less substantial, changes that do not fall under the above categories:  

1. Increase in animals < 50% the number approved in the original protocol, given: 
· The original rationale for the number of animals supports the requested increase. 
· Additional animal numbers will be added via the Amendment Form and the PI will be notified that the increase has been added to the approved protocol.  
· If the conditions are not met or are ambiguous, IACUC staff have the authority to refer the amendment to the IACUC for FCR or DMR.
2. Personnel changes (excluding changes in PI)
3. Location changes to areas already part of the animal program overseen by the IACUC.
