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INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE

PROTOCOL MODIFICATION FORM
Please refer to the attached Protocol Modification Instructions, which outline the required information necessary for IACUC review.  Submit this application along with the detailed information regarding the proposed changes to iacucpro@utc.edu.

	APPROVED PROTOCOL NUMBER:      

	APPROVED TITLE:       

	PRINCIPAL INVESTIGATOR NAME:       

	Title:       
	E-mail Address:       

	Phone:      
	Dept. Name & Address:       


Is this modification being submitted as a result of a grant review?             FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No

On a separate page, please provide detailed information regarding any proposed change(s) indicated below:  

	 FORMCHECKBOX 
  Adding a new species
	 FORMCHECKBOX 
  Changing animal use location

	 FORMCHECKBOX 
  Increasing the number of an already approved

      species
	 FORMCHECKBOX 
  Changing mailing address or phone number

	 FORMCHECKBOX 
  Deleting a species
	 FORMCHECKBOX 
  Changing or adding a funding source

	 FORMCHECKBOX 
  Adding a new procedure**
	 FORMCHECKBOX 
  Adding new personnel

	 FORMCHECKBOX 
  Changing an approved procedure
	 FORMCHECKBOX 
  Removing personnel

	 FORMCHECKBOX 
  Adding or changing therapeutic/anesthetic agents
	 FORMCHECKBOX 
  Adding or changing hazardous agents

	 FORMCHECKBOX 
  Changing the method of euthanasia 
	 FORMCHECKBOX 
  Other (please describe):      


**If this modification includes new procedures, I certify that I have consulted with the following sources and to the best of my knowledge, the new procedures requested in this protocol do not unnecessarily duplicate previous experiments or unnecessarily use animals (Check all applicable sources):   FORMCHECKBOX 
 National Agricultural Library,  FORMCHECKBOX 
  Library of Congress,   FORMCHECKBOX 
  Medline,   FORMCHECKBOX 
  Other (please specify):      
	     
	
	     

	Principal Investigator Signature
	
	Date

	OFFICE USE ONLY


Approval for inclusion of this modification into the approved protocol has been granted by the IACUC on: __________ and will continue for the current approval period which ends on:  __________.

Approval for this change will continue to be effective upon annual continuation approval or until the protocol is terminated.

	     
	
	     

	Signature of IACUC Chair or designee                                             
	
	Date

	


PROTOCOL MODIFICATION INSTRUCTIONS

These instructions are provided to Investigators as a guide for submission of an Application for Modifications to an Approved Protocol form or changes being made to approved protocols when submitting the Application for Annual Continuation form.  Descriptions of the type of information required by the IACUC are provided below.  

If submitting changes with Annual Continuation:  On a separate sheet provide detailed information on any change to be made to the approved protocol as outlined below and submit it along with the application for Annual Continuation.  Do not complete the Application for Modifications to an Approved Protocol form.
If submitting changes during the approval period:  Complete the Application for Modifications to an Approved Protocol form and on a separate page provide detailed information on any change to be made to the approved protocol as outlined below.

IMPORTANT REMINDER: Significant changes to the approved protocol must be reviewed and approved by the IACUC before the proposed changes are implemented.  

All applications and supplemental information should be submitted electronically to iacucpro@utc.edu.

Provide a detailed description of the proposed change, and indicate why the change is necessary.  Include in the description the following information depending on the desired change, Please be sure to include the number/letter corresponding to each point addressed.
1. If adding a new species:


a. Identify the species to be added.

b. Indicate why it is necessary to add this species to the study.

c. Give the number of animals to be added.

d. Justify, based on the experimental design, why this number of animals is requested.

e. Indicate which previously approved procedure will be used (if applicable).

f. Provide appropriate drug doses, routes of administration, etc. for the new species.

g. Indicate the euthanasia method to be used.

h. If animals are to be used in a new procedure, complete section “4” below.

i. Indicate the experience or training of personnel in handling this new species.

j. Indicate which USDA category for pain and/or distress will apply to these animals (B, C, D, E).  See descriptions of these categories below:

USDA Category B:  This category is to be used for breeding or holding animals where no research is being conducted.

USDA Category C:  Procedures, routine injections of non-toxin, non-irritating substances or venipuncture that produces minimal, transient, or no pain or distress.

*USDA Category D:  These procedures would cause more than minimal or transient pain and/or distress, but are performed using appropriate anesthetics, analgesics, or tranquilizers.  Examples are survival and terminal surgery (including perfusion and biopsy).  Induction of disease states or drug and radiation exposures may fall into this category.

*USDA Category E:  These procedures cause more than minimal or transient pain and/or distress but cannot be performed using anesthetics or tranquilizers without adversely affecting the study.  Mechanical restraint may, depending on the duration and type of restraint, be considered a category “E” study.  Approval to conduct Category “E” studies require detailed scientific justification in a separate paragraph.

*A veterinarian should be consulted in the planning of procedures involving USDA Pain Categories D and E.

2. If increasing the number of an already approved species:


a. If more than one species is approved, identify which species is to be increased and the number of animals now desired for the remaining duration of the protocol (3 year maximum).

b. Justify the increase.

c. Indicate which procedures will be used on the additional animals.

d. If new procedures will be used, complete section “4” below.

3. Identify any species to be deleted from the study.

4. If adding a new procedure:


a. Detail the procedure to be added.  The Application to Use Animals in Research can be used as a guide if appropriate.

b. Indicate why this should be a modification of the existing project rather than a new protocol submission.

c. If the new procedures are classified under USDA pain category D or E, consideration of alternatives must be addressed.

d. If no additional/new animals are requested, indicate the number of previously approved animals to be used in this procedure.

e. Identify who will be performing the new procedure and what his/her qualifications are.  If no one has experience in performing the new procedure, indicate how he/she will be trained and by whom.

5. If changing an approved procedure:


a. Detail the changes to made.

b. Indicate why the changes were made and how the changes will benefit the project.

c. Indicate if the changes in the procedure will increase (or decrease) the USDA pain category listed in the original application.

6. If adding or changing therapeutic/anesthetic agents:


a. Provide the rationale for the change/addition.

b. Detail the change to be made.

c. Indicate what agents will be added and why.

d. Include the following information on all agents to be changed/added:

i. Name of agent

ii. Dose range (in mg/kg)

iii. Route of administration (e.g. IV, IM, IP)

iv. Site of administration

v. Frequency and duration


Reminder:  Expired drugs are not approved for use in live animals.  All controlled drugs must be secured and tagged appropriately.  Only medical grade drugs should be used unless they are unavailable, or scientific justification is provided for non-medical grade drugs.

7. If changing the method of euthanasia:


a. Provide the rational for the change.

b. Describe in detail the method to be used.

c. Confirm that the new method is in accordance with the AVMA Panel of Euthanasia.  If not, provide the rationale for the deviation.

8. If changing animal use location:


a. Provide building and room number where animals will be used.

9. For personnel changes:


a. If adding new personnel, provide qualifications and verification of appropriate training.

b. If deleting personnel:

i. Provide names and indicate when they will be off the project.

ii. Identify what the person’s responsibilities were on the project and who will take over the responsibilities.

iii. If no one will be taking over responsibilities, explain how these responsibilities will be handled.

10. Adding or changing hazardous agents:


a. Indicate what agents will be added or what change is being made.

b. Provide the rationale and indicate how the change will benefit the project.

c. Attach MSDS sheets

d. Indicate if the new (or changed) agent will increase pain, distress or discomfort to the animal.  If so, justify and adjust the USDA Pain Category as appropriate.  Reminder:  If the new agent will increase the level of the USDA pain category noted in the original application, the consideration of alternatives to painful procedures must be addressed as well as appropriate justification for the proposed procedure.
e. Include the following information on all agents to be changed/added:

i. Name of agent

ii. Dose range (in mg/kg)

iii. Route of administration

iv. Site of administration

v. Frequency and duration

