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INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE

PROTOCOL FOR USE OF LIVE VERTEBRATES

Please fully complete this page, Part I, and all applicable sections of Part II.
Submit this form and any attachments to iacucpro@utc.edu.
Animals may not be procured until the protocol has been approved by the IACUC. Research involving animals may not begin until the PI is notified in writing that the protocol has been approved.

	Principal Investigator Name:       

	Title:       
	E-mail Address:       

	Phone:      
	Dept. Name & Address:       


Your signature as P.I., Co‑investigator, or Department Head on this application verifies that: (1) the information herein is true and correct and that you are familiar with and will comply with the legal standards of animal care and use established under federal and state laws and policies as well as university policies; (2) the proposal has received approval for scientific and/or educational merit by peer review; and (3) the activities do not unnecessarily duplicate previous experiments.
	     
	
	     

	Signature of P.I./Instructor
	
	Date

	
	
	

	     
	
	     

	Signature of Co‑investigator
	
	Date

	
	
	

	     
	
	     

	Signature of Department Head
	
	Date


COMMITTEE USE ONLY




Date reviewed:
 Ethical concerns:
 

PART I.
GENERAL INFORMATION

To be completed for all Research and Teaching Activities.

A.
General Information

1.
This is a: 
 FORMCHECKBOX 
 New               FORMCHECKBOX 
 3-year rewrite proposal for 



      FORMCHECKBOX 
 Research       FORMCHECKBOX 
 Teaching     

2.
Anticipated:
Start date:       

End date:      
3.
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


This protocol includes the use of farm animals used or intended for use as food or fiber, or livestock or poultry used or for improving animal nutrition, breeding, management, or production efficiency, or for improving the quality of food or fiber.

4.
Name and address of veterinarian responsible for clinical care:

     
5.
Funding Source:
     
B.
Animal Housing Facilities

In order to provide assurance of humane care and use of laboratory animals, all animal housing facilities on the UTC campus will be operated according to federal laws, AAALAC and NIH Guidelines, and the Guide for the Care and Use of Agricultural Animals in Agricultural Research and Teaching as appropriate.  Housing of animals, including those actively on experiment, for periods longer than 12 hours, is restricted to facilities meeting such guidelines and laws.  In accordance with NIH Guidelines and Federal Law, the IACUC formally reviews all animal housing facilities and satellites semi-annually and files a report to the Office for Protection from Research Risks (OPRR) in Washington, DC and the United States Department of Agriculture (USDA).

Describe housing facility and arrangements:      
C.
Description of Animals
	Common Name
	Strain/Breed
	Sex
	Weight/Age
	Source
	#/project
	Maximum 

per day

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


2.
Animals will be removed from the animal housing facility:

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes  
Please answer the following:


1.  Animals will be taken to (bldg/room number):     

2.  Animal manipulations that will be performed in the laboratory include: 


     
3.  Estimated total time period live animals will be kept in the laboratory:  

      hours

4.  Animals will be returned to the facility           FORMCHECKBOX 

Yes           FORMCHECKBOX 

No

3.
Disposal of animals after completion of activity:

 FORMCHECKBOX 
 Return to production/breeding unit/facility inventory

 FORMCHECKBOX 
 Slaughter, (must conform to the Humane Slaughter of Livestock, 9 CFR, part 313)

 FORMCHECKBOX 
 Sold

 FORMCHECKBOX 
 Transfer to another research project (if yes, project title and investigator)

 FORMCHECKBOX 
 Euthanized

 FORMCHECKBOX 
 Returned to owner

 FORMCHECKBOX 
 Other (Please describe)      

D.
Non-Technical Summary

A complete non-technical summary is required for conformance with Public Health Service Policy.  Non-technical summary must be submitted as an attachment and should not exceed two (2) pages. Non-technical summary must be written to ensure comprehension by non‑scientists on an 8th grade level. 

It must contain the following: 

1) Objectives of the research or teaching activity; 

2) Species and number of animals; 

3) Methods used to reduce any experimental stress or discomfort


4) Schedule of the course or the study procedures performed on animals during each phase

5) Benefits, outcome and results expected in non-technical terms.

E.
Flow Sheet or Table of Groupings


Pertinent information (i.e., numbers of animals, experimental manipulations) should be provided on a flow sheet.  The Committee members should be able to follow every manipulation of the animal from experiment initiation to completion (e.g., day one, group one, treatment; day two. etc.).  Please provide as a separate page.

F.
Qualifications of Personnel

List all individuals who will be working with the animals on this project.  Include all investigators, student employees, post-doctoral researchers, staff research associates and laboratory assistants who will actually work with the animals.  If personnel do not have experience, state how they will be trained. Only those persons listed on the protocol will be authorized to have access to the animal facilities. Additions or substitutions to this list require a protocol amendment.

	Name/Degree(s)
	OHP*
	Procedure(s)/Description of Relevant Experience

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


G.
Animal Welfare
1.
This project involves pain or distress:    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

The USDA (Policy #12) requires that the principal Investigator must provide a written narrative of the sources consulted to determine whether alternatives or refinements exist to procedures that may reduce pain or distress.


If yes, the minimal written narrative should include: 

a.  
The databases searched or other sources consulted,


b. 
The date of the search and the years covered by the search,

c.  
Key words and/or search strategy used,

d.  
A narrative written in such a way that the IACUC can readily assess whether the search topics were appropriate and whether the search was sufficiently thorough.

2.
Does the proposed research duplicate any previous work?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  


If yes, explain why it is scientifically necessary to replicate the experiment.


     


3.
Why have you selected the particular species proposed in this project?

     
4. Provide an explanation of how the numbers of animals to be used were derived. If used in an experiment (test a hypothesis) numbers should be based on scientific and statistical requirements (power tests) to achieve objectives.
     
PART II
DETAILED INFORMATION

Check and complete those sections A ‑ E that are relevant to your project.


A.
Non‑Surgical Procedures (Pertains to any experimental procedure ‑


including non‑surgical, pre‑surgical and post‑surgical procedures using animals)

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES:   COMPLETE SECTION A


B.
Surgical Procedures (Pertains to any surgical procedure, including non‑survival surgery. If other procedures are done on animals prior to or after surgery, complete section A and other applicable sections.)

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES:   COMPLETE SECTION B


C.
Field Studies Involving Wild Animals

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES:   COMPLETE SECTION C


D.
Hazardous Agents/Prescription Drugs/Controlled Substances

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES:   COMPLETE SECTION D


E.
Euthanasia



 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES:   COMPLETE SECTION E

Part II

Section A

Non‑Surgical Procedures

1.
Sites of Study

	     
	
	     

	Building
	
	Room/pen


 a.
Site of housing prior to study:
	     
	
	     

	Building
	
	Room/pen


 b.
Site of experimental work:
2.
Health Assessment

How often and by whom will the clinical condition of animals be monitored?

     
What are the anticipated health changes? 

     
What methods will be used to monitor health changes?

     
What criteria will be used for removing animals from the study prematurely?

     
3.
Study Procedures


Please check the following items that apply and fill out appropriate parts of this section.

 FORMCHECKBOX 
 Blood* or other body fluid withdrawal, tissue collection, injections

 FORMCHECKBOX 
 Restraint with mechanical devices

 FORMCHECKBOX 
 Projects involving nutritional deficiencies, tumor and disease models or toxicity testing

 FORMCHECKBOX 
 Anesthesia or analgesia* (for non‑surgical procedures)

 FORMCHECKBOX 
 Behavioral Studies

*  The IACUC has approved guidelines for these procedures.  Deviations must be justified.

Polyclonal Antibody production

Describe procedure, antigen and adjuvants used, the ratio of antigen to adjuvant and routes and volumes of injection: (Vol. should be < 0.25 ml per injection site; subcutaneous route is recommended)

     
Blood or body fluid withdrawal/tissue collection/ injections

Describe in detail method(s), needle sizes, volume(s) collected or administered, and frequency of collection or injections:

     
Restraint with mechanical devices

Describe device, duration of restraint, frequency of observation, conditioning procedures and steps to assure comfort and well‑being:

     
Behavioral Studies
Describe in detail types of behavioral manipulations, including placement in testing chambers or apparatus, use of aversive stimuli, duration of test periods, and frequency of test periods.

     
Nutritional deficiencies/Ascites tumor, monoclonal antibody production/Disease, neoplasia models/Toxicity testing

Describe methodology. State objective criteria used to assess physical condition and pain and distress during course of study. Include clinical signs or manifestations expected from the procedure. What criteria will be used to determine a humane endpoint before severe morbidity and death?

     
Anesthesia/Analgesia/Tranquilization (Other than Surgery Section B)

Adequate records describing anesthetic monitoring and recovery must be maintained and available to the attending veterinarian and animal care staff.
	Drug
	Dose
	Route
	Frequency
	For which procedure

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Name and qualifications of person administering drugs:     
Describe:  frequency and methods to be used to monitor level of anesthesia (e.g., blood pressure, heart rate, pedal reflex, jaw tone);  the anticipated duration for recovery from anesthesia; how often will the animals be monitored and by whom.

     
Part II

Section B

Surgical Procedures

The attending veterinarian must be consulted on anesthetic regimens, surgical procedures and post‑surgical care.

Adequate records describing surgical procedures, anesthetic monitoring and postoperative care must be maintained and available to the attending veterinarian and animal care staff.
Survival Surgery:  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

Survival surgical procedures (Pertains to any surgical procedure, including biopsies, where an animal is allowed to recover from anesthesia, however short the survival period.) In non‑survival surgery, the animal is euthanatized while still anesthetized.

Multiple survival surgery?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, provide justification for multiple survival surgical procedures:

1.
Surgeon’s name and experience with species and procedures to be performed:


     
2.

Location where surgery will be done:



     
3.

Describe the pre-op preparation for the animals.

a.
Food restricted for       hours

b.
Water restricted for      hours

4.

Minimal sterile techniques will include (Check all that will be used):

 FORMCHECKBOX 
 
Sterile instruments

 FORMCHECKBOX 
 
Sterile gloves


 FORMCHECKBOX 
 
Cap and mask

 FORMCHECKBOX 
 
Sterile gown


 FORMCHECKBOX 
 
Sterile operating area 


 FORMCHECKBOX 
 
Clipping or plucking of hair or feathers


 FORMCHECKBOX 
 
Skin preparation with a sterilant such as betadine


 FORMCHECKBOX 
 
Practices to maintain sterility of instruments during surgery

5.
Describe the following surgical procedures:


a.
Skin incision size and location:


     

b.
Method of skin closure: (type, suture size, suture pattern, etc.)


     

c:
General surgical details:




     
6.
Anesthetic Protocol

	     









	Anesthetist



a.

	

	Pre-emptive analgesic(s)


b.
	     








	
	     

	Pre-anesthetic Agent (s)
	
	Dose/Route


c.
	     








	
	     

	Anesthetic Agent (s)
	
	Dose/Route



  d. 

Describe indices and methods to be used to monitor level of anesthesia (e.g., blood pressure, heart rate, pedal reflex, jaw tone). All movement in response to painful stimuli, including toe pinch, must be abolished before surgery.

     
	     
	
	     

	Drug
	
	Dose




e.
Paralyzing Drugs?   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes:  
Justify the need to use paralyzing drugs:
     
7.
Post-operative care procedures  (Survival surgery only)

a. Post‑Operative Pain Relief:
	     








	
	     
	
	     

	Analgesic Drug(s)
	
	Frequency
	
	Dose



b.
What is the anticipated duration for recovery from anesthesia?

     

c.
How often will animal(s) be monitored during recovery?  What specifically will be monitored?  By whom?

     

d.

After recovery and during experimental study, what criteria will be used to assess pain, distress and discomfort? (Post‑surgical observations, such as, behavior, appetite and body temperature should be recorded at least daily for three days postoperatively.)

     
e.
What measures will be used to alleviate pain, distress and/or discomfort? Provide name of drug, dosage, route and frequency of administration of analgesics. If analgesics will not be used, provide scientific justification with references to explain how analgesics will interfere with the proposed research.
     
Part II

Section C

Field Studies Involving Wild Animals

Note:  The Animal Welfare Act requires that operative procedures at field sites be performed using aseptic procedures, i.e., surgical gloves, masks, sterile instruments and aseptic technique.

1.
List any permits required (e.g.; Tennessee Wildlife Resources Agency, Migratory Water Fowl, Endangered Species, etc.)

     
     
2.
Study Site(s) 

a.

	     








	
	     
	
	     

	Location
	
	State
	
	County


b.
Use street addresses, road intersections, property names, map coordinates, parks, state forests etc., to specifically locate each study site within the identified county and state; or attach a copy of a county map on which the study site is located.  This is not necessary for state and federal parks and similar tracts.



     
c.
Property owner or park official, phone number, and address:  


     
d.
Person to contact to gain access (Property owner must agree in writing to permit access to the field worker(s), university veterinarian and IACUC representative(s).) 



     
3.
Please check the following items that apply and fill out appropriate parts of this section. 


 FORMCHECKBOX 
 Live capture and release.  Complete section "a" below.


 FORMCHECKBOX 
 Non‑survival collection.  Complete 3 "b" of this section.

a.
Live capture and release. 

1)
Describe method(s) of capture to be used including device(s) to be used, frequency with which these devices will be checked, and estimated maximum time animals will be restrained before release.

     
2)
What are the expected injury and/or mortality rates?

     
3)
What precautions will be used to minimize injury and/or mortality?

     
4)
In the event of injury or illness necessitating euthanasia, what method will be used and who will perform that procedure?  Is the person performing the euthanasia experienced with the method?

     
5)
What precautions will be taken to reduce non‑target captures?



     
6) Describe marking procedures to be used.




     
7)
If a telemetry package is to be attached, describe the weight of the total package, type of antenna (including length), and method of attachment. Also, describe procedures for removal of the package from the animal.

     
8)
If blood or other tissue samples are to be taken or injections to be given, describe procedure(s) to be used, including number and weight or volume of sample(s) to be taken, size of needles and syringes, etc.  Also, describe procedures to be taken to prevent infection and abscess formation at the sample site.

     
9)
Indicate where captured animals will be released.  If the animals are transported indicate the method of transportation.  If the animals are to be housed, indicate the type of housing and the length of time they will be housed.  If release is at a site other than the site of capture, justify.

     
10)
If live animals are to be transported to the University for housing, have arrangements been made for their housing?  Where will they be housed?

     


11)
If drugs are to be used for anesthesia, tranquilization, or analgesia, indicate which drug, reason for its use, dosage, how it will be administered, route of injection, who will administer the drug and what their qualifications are.  Attach copies of any drug permits necessary.

     
12)
If drugs are not used, explain why drugs that might alleviate pain or distress will be withheld.

     
13)
Describe procedures for monitoring animal health and what parameters will be used to determine health status.

     
14)
Describe precautions taken to ensure the safety of personnel involved.  (e.g.; rabies immunization, tetanus immunization, Lyme disease and Rocky Mountain spotted fever, Salmonellosis, etc.)
     

b.
Non‑Survival Collection

1)
Describe procedure(s) to be used.

     
2)
Describe precautions that will be taken to prevent non-target mortalities.




     
3) 
How will carcasses be disposed of?  Indicate the specific location where the collection(s) will be maintained.  

     
4)
What paperwork will be maintained to document proper disposal and where will this paperwork be located?

     
5)
What precautions will be taken to ensure the safety of personnel involved?  (e.g.; rabies immunization, tetanus immunization, Lyme disease and Rocky Mountain spotted fever, Salmonellosis, etc.)

     

Part II
Section D

Hazardous Agents

Will any of the following be used in the animals either in the Animal Care Facility or elsewhere?

 FORMCHECKBOX 
 1. *Infectious Agents

 FORMCHECKBOX 
 2. *Toxic Chemicals or Carcinogens

 FORMCHECKBOX 
 3. *Recombinant DNA

 FORMCHECKBOX 
 4. *Malignant Cells or Hybridomas

 FORMCHECKBOX 
 5. **Radioisotopes

 FORMCHECKBOX 
 6. ***Human tissue

If yes, list agent and describe all procedures necessary for personnel and animal safety including biohazardous waste and carcass disposal and cage decontamination in the following chart:
	Agent
	Concentration
	Route of Administration
	Duration of Exposure
	Post Exposure Maintenance of Animals

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


 FORMCHECKBOX 
 7.  ****Legend (prescription) drugs and/or controlled substances****
If yes, do you have the appropriate licenses and legend and controlled drug Committee approval for the drugs you will use in your project or class?   FORMCHECKBOX 
  Yes
 FORMCHECKBOX 

 No
* Biosafety Committee approval required:  Approval Number      
** Radiation Safety Committee approval required
*** Provide documentation of testing for bloodborne pathogens

**** Legend Drugs and Controlled Substances:  In Tennessee, it is not legal to divert drugs from clinical use to teaching and research use.  You, or someone in your group acting as an agent for the group, must have a license for each individual legend drug that you might use in teaching or research.  A legend drug is one where the label says “Federal Law restricts this drug to use by or on the order of a licensed veterinarian” or “Federal Law prohibits dispensing without a prescription”.  If the drug is a controlled substance, you also need a license from the Drug Enforcement Administration for the specific drugs that you may use.  Obtaining and using such drugs for research needs to be reviewed by the appropriate Committee.   The use of legend drugs and controlled substances must be approved by the appropriate committee.

Part II
Section E

Euthanasia

Departures from approved methods of euthanasia must be justified.

 FORMCHECKBOX 
  Anesthetic overdose



Drug: 
     


Dose: 
     


Route:
     
 FORMCHECKBOX 
 Decapitation under anesthesia or tranquilization

 FORMCHECKBOX 
 Cervical dislocation under anesthesia or tranquilization

 FORMCHECKBOX 
 Exsanguination under anesthesia

 FORMCHECKBOX 
 Carbon dioxide exposure

 FORMCHECKBOX 
 Slaughter (covered under the Humane Slaughter of Livestock, 9 CFR, part 313)

 FORMCHECKBOX 
 Other:  Specify:      
Justification for departure from approved methods of euthanasia:(ex. cervical dislocation without anesthesia)      
Name and qualifications of person(s) performing euthanasia:      
Method of disposal:  Euthanized animal carcasses must be disposed of appropriately.

Check the appropriate method:

 FORMCHECKBOX 
  Incinerate

 FORMCHECKBOX 
  By Radiation Safety

 FORMCHECKBOX 
  Carcass will contain hazardous agents and will be autoclaved prior to disposal

 FORMCHECKBOX 
  Slaughter (covered under the Humane Slaughter of Livestock, 9 CFR, part 313)

 FORMCHECKBOX 
  Necropsy

 FORMCHECKBOX 
  Other - describe:        
2

