Protocol Modifications

Procedure for modifying Animal Use Protocols

Beginning March 10, 2008 modifications to protocols (other than adding staff) will be done differently.  Rather than describing the modification on the modification form, you will be required to modify the most recent version of the protocol and submit the entire protocol for review of the changes.  The procedure will be as follows:

1. Modify the protocol to include all changes you wish to make.  Make sure those changes (and only those changes) are in RED type.  Make sure all the relevant sections are addressed (see guidelines below).

2. Send an email to UCAR@urmc.rochester.edu with a brief description of the modification and the reason(s) for it.  Attach the modified protocol as a MS Word file.

3. The actual review process will be similar to what it is now, and should not take any longer.  Furthermore, if there are no questions, the protocol, as submitted, will be approved, and you will not have to submit any additional documents.

4. If there are questions or changes are requested, you will be asked to incorporate them into the protocol (in RED) and email the updated protocol to UCAR.

Guidelines for protocol modification:

Adding/changing a SPECIES (e.g. adding rats to a mouse protocol).  

Simply add an entire segment, providing all the information about the species.

Adding a strain of mice.

Segment information:  Put the name of the strain in the segment information table at the beginning of the mouse segment.  

A4 and A5:  If the strain is not a typical wild-type strain, you will need to check TRANSGENIC/KNOCKOUT/MUTANT in A4 and provide the information requested in the notes column in A5.  

A8:  If the strain has any health or welfare issues that might require special handling or care, be sure to address them in A8.

Increasing the number of animals.  

A1:  Adjust the numbers in A1 to reflect the animals being added.  

A3:  Provide a justification in A3 that explains how you arrived at the number.

Adding a procedure (not survival surgery).

A1:  List the name of the procedure in the Description of Use column
A3:  Make sure you address the experimental context in which the procedure will be used if you are adding a procedure that will substantially change what an animal will experience.

A4 and A5:  Check the appropriate procedure in A4 and provide the relevant details in A5.

A7, 8:  If the procedure change will cause pain, distress or impairment, make sure these are addressed in A7 and A8.

A11-13:  Indicate where the procedure will be performed.

Adding a survival surgical procedure.

B1: Name the surgical procedure

B2:  If the additional surgery is major and will be performed on an animal that has already had major surgery, please provide a justification for performing multiple survival surgeries.

B3-19:  Make the necessary additions to describe this specific surgery.  Most of this will be in the description of the intraoperative procedures, B8.  If there are differences in the responses to other questions, indicate which type of surgery they are for.

Changing a procedure (including survival surgery):

A5 (or section B):  Make the required changes.

A7-8:  If the level of pain, impairment or distress is expected to change, address it in these questions.

Adding a chemical or biological hazard

A2:  Fill in the table.

A4 and A5 Substance administration:  Check A4 and provide the information requested in 

the Notes column in A5 under Substance administration.

A7-8:  If the level of pain, impairment or distress is expected to change, address it in these questions.

EH&S review will be required.

Adding/changing euthanasia method

A6:  Modify A6 to reflect the changes or additions.

Adding/changing experiments or types of experiments

A3:  Address changes in what animals will experience, and provide a justification for any animals that you will need to add (see increasing the number of animals above).

Adding a pilot study

Most pilot studies require adding one or more experiments (A3), adding animals (A1, A3), and adding or changing procedures (A4, 5, etc).  Make sure to address all these aspects of the protocol.

If the pilot study is not within the scope of the original protocol, you may be asked to obtain DRAC review as well.
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