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Protocol Modifications and Miscellaneous Submissions 

 

PURPOSE - The purpose of this policy and procedure is to describe the process for submitting protocol 
modifications and miscellaneous submissions for IACUC review and approval. 
 
GENERAL DESCRIPTION - Investigators may not initiate any changes in research procedures without prior 
IACUC review and approval. 

RESPONSIBILITY - The parties responsible for implementing this policy and procedure include the 
following: Principal Investigators (PI)/Study Personnel, IACUC Chair, IACUC Members, and Department of 
Research Enhancement and Compliance Services (DRECS) Staff. 

PROCEDURES 

The following modifications cannot be requested as a protocol modification: 

 changing the species used; 

 adding procedures that do not logically relate to the specific aims of the original protocol; 

 an unrelated change in the scientific aims of the original protocol application; 

 switching from non-survival to survival surgery; or 

 switching from single to multiple survival surgeries. 

A new protocol application must be submitted to incorporate these changes since the IACUC is required 
to review new issues arising related to animal welfare. Any changes to an IACUC protocol that present 
animal welfare issues not addressed in the original protocol, will require the submission of a new protocol. 
The new protocol submission is required to address how the animal welfare issues will be mediated.  

Examples of modifications that will be reviewed by the IACUC include: 

 addition or deletion of personnel or an investigator; 

 protocol title change or additional protocol titles; 

 change in the funding source; 

 change in the animal source or vendor; 

 change in laboratory address or addition of a laboratory to your original, IACUC approved protocol; 

 changes in the anesthetic or the analgesic being used; 

 changes in the method of euthanasia, changes in any surgical procedures or addition of a surgical 
procedure; 

 requests for additional animals in the study that usually represent less than a 25% increase in the 
original number of animals previously justified for the study/experiment; 

 changes in any non-surgical procedures involving animals; 
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 changes in the animal strain, 

 any changes that will not affect the previously approved USDA Pain/Distress Category; 

 addition of another test agent that can be related to the original specific aims of the protocol, and 

 other changes that logically relate to the specific aims of the original protocol application. 

It is the responsibility of the principal investigator to clearly explain the rationale for the modification and 
how it relates to the original specific aims of the previously approved protocol. 

The PI is responsible for submitting a protocol modification or miscellaneous request using the 
Modification Request Form or equivalent paperwork prior to the implementation of any change. 

DRECS staff will screen the Modification Request Form for completeness and accuracy. If the request is 
incomplete, DRECS staff will either return the request to the PI or continue to process the modification or 
miscellaneous submission after requesting additional information from the PI. 

DRECS staff will send the Modification Request Form with attachments to all voting members of the IACUC 
for review and approval. DRECS staff will place the modification request on an agenda for IACUC discussion 
and approval. The IACUC Chair or member may request that DRECS staff invite the PI to the IACUC meeting 
in order to answer any questions or concerns that the IACUC may have concerning the modification 
request. 

At a convened meeting, the IACUC will review the modification request while taking into consideration 
the following: 

 Do the procedures proposed avoid or minimize discomfort, distress or pain, yet conform to sound 
research design or teaching objectives? 

 If momentary or slight pain is likely to result from the procedure, is appropriate pain relief provided? 

 Are the living conditions of the animals appropriate for their species? 

 Is medical care available and will it be provided by qualified veterinary staff? 

 Are the personnel conducting the study appropriately qualified for the procedures listed and the 
species to be included? 

 Are euthanasia methods consistent with the American Veterinary Medical Association 
recommendations, unless exceptions are approved by the IACUC? 

 Is the animal model appropriate for the proposed study? 

 Does the number of animals planned to be used seem appropriate? 

 Has the investigator considered alternatives to using animals? 

In order for the IACUC to requests for modifications and miscellaneous requests, the submission must 
receive the approval of a simple majority of those members present at the meeting. IACUC members or 
consultants with a conflict of interest will not participate in the voting of a discussed study and will leave 
the room during the actual voting process. 

During the meeting and following the discussion of a submitted research study, an IACUC member will 
make a motion and another member will second the motion. The convened IACUC will vote for, against, 
or abstain from one of the following four actions: 

 APPROVED: The IACUC motion for approval will signify that the committee has concluded that the 
request meets the federal criteria for approval and no additional information or revisions are 
requested. 
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 APPROVED PENDING: The IACUC motion for approval pending will signify that the committee has 
concluded that minor revisions or clarifications are needed prior to the approving the submitted 
request. 

 DEFERRED: The IACUC motion for deferral will signify that the committee has concluded that major 
revisions and/or additional information are needed prior to the approving the submitted request. 

 DISAPPROVED: The IACUC motion for disapproval will signify that the committee has concluded that 
the risk of the procedures outweighs any benefit to be gained or the request for modification does 
not meet the federal criteria for IACUC approval. 

DRECS staff will send the investigator an outcome letter following the IACUC meeting. The investigator of 
a submission receiving approval pending status following a convened meeting will receive a letter 
describing the revisions requested by the IACUC. Once the PI responds to the IACUC’s suggested revisions 
in writing, DRECS staff will give the response to all members of the IACUC. The IACUC may request 
additional information or approve the study. If the submission is determined to be approvable, DRECS 
staff will follow the process for sending the approval letter to the investigator as previously described. 

The investigator of a submission receiving deferral status following a convened meeting will receive a 
letter describing the revisions requested by the IACUC. Once the PI responds to the IACUC questions and 
revisions in writing, DRECS staff will give the response to the IACUC and place the submission on the next 
agenda for discussion. 

The investigator of submission receiving disapproval status following a convened meeting will receive a 
letter describing the reasons for disapproval. 

If the PI has concerns regarding the IACUC decision, he/she may submit his/her concerns to the IACUC in 
a written document that includes a justification for appealing the IACUC decision. 
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