APPLICATION FOR RESEARCH OR TEACHING PROJECT INVOLVING LIVE ANIMALS LOYOLA MARYMOUNT INSTITUTIONAL ANIMAL CARE & USE COMMITTEE
It is the instructor’s or investigator's responsibility to provide complete information about teaching and research procedures involving live vertebrate animals. The Loyola Marymount University Institutional Animal Care & Use Committee (IACUC) reviews all requests to conduct teaching and research activities involving live animals.  Because the persons reviewing your application may be entirely unfamiliar with the field of study involved, please present the request in non-technical terms understandable to the IACUC. Please electronically submit a copy of your complete application and any other material or background information that will assist the Institutional Animal Care &Use Committee in its review.

New Application
Annual renewal/review
Modification

Request Date:
Anticipated Project End Date:

**Note: complete Section A and Assurance page for protocol annual renewal or modification request.
Section A – Administrative Information
	Principal Investigator/ Instructor
	Department (& course number, if relevant)
	Phone Number:
E-mail:

	Other Investigators and or staff/students
(List all)
	Address:
	Phone Number:
E-mail:

	Project Title:

	Brief summary of changes or progress report:

	Special Categories (check any that apply)

classroom teaching
research project
Other

	Grant Support (check any that is applicable to this application):
NIH
NSF
Internal
Other



AS S U R A N C E
F O R  T H E   H U M A N E   C A R E   A N D  U S E   O F   A N I M A L S U S E D  F O R  T E A C H I N G  &   R E S E A R C H
1. I agree to abide by the provisions of the NIH Guide for the Care and Use of Laboratory Animals; all federal, state and local laws and regulations governing the use of animals in research. I understand that emergency veterinary care will be administered to animals showing evidence of pain or illness.

2. I have considered alternatives to the animal models used in this project and found other methods unacceptable.

3. I declare that all experiments involving live animals will be performed under my supervision or that of another qualified biomedical scientist. Technicians involved have been trained in proper procedures in animal handling, administration of anesthetics, analgesics and euthanasia to be used in this project.

4. I further declare the information provided in the accompanying protocol is accurate to the best of my knowledge. Any proposed revisions to the animal care and use data will be promptly forwarded in writing to the IACUC for approval.

I have read and understand the above statements.
Principal Investigator Name
Signature
Date
FOR IACUC USE ONLY
In signing this form, the IACUC Chair certifies that this
new
renewal
modified protocol has been approved by the IACUC.

IACUC Chair Signature & Date

Or
Attending Veterinarian Signature & Date


Section B – Research Overview
1.
Objectives
State the general aims of the proposed research, including the hypothesis (-es) and the anticipated benefits for human and/or animal welfare, or its contribution to basic knowledge. Please use accessible language here and throughout the application so that non-scientists can understand your protocol – grant text is not appropriate. Federal regulations require that the IACUC include at least one non-scientist.
2.
Justification for Animal Use and Species Choice
It is understood that the use of animal models is generally preferable to the use of human subjects The Animal Welfare Act requires the replacement of animals with non-animal systems or with less sentient animal species when possible without compromising the scientific objectives.
Provide

i.   A justification of the use of live vertebrate animals rather than an alternative model (computer simulation, cell cultures, microorganisms, plants or invertebrates).

ii.   The scientific rationale for the selection of the particular species and (if appropriate) strain(s) of vertebrates chosen.

3.
Outline of Experimental Design
The outline should specify the experimental and control groups when applicable. Provide an overview of the procedures to be performed on each group, including endpoints (e.g., euthanasia). (Detailed procedures are described in section E.) A timeline should be included when appropriate. List the variables being measured. For breeding, include a table of the strains and any crosses, and describe any culling plan.

4.
Supporting Literature

Federal law (Animal Welfare Act, 7 USC 2131 et.seq.) requires that you provide the names of two or more databases searched for alternatives to animals, alternatives to painful procedures and unnecessary duplication of experiments.  By providing this information, you are justifying the use of the animal model you have selected, supporting your justification for the use of animals for your project and ensuring that no alternatives exist to procedures that cause pain or distress and that these studies have not been previously conducted.  The information is to include: the databases searched, the date of the search and years covered by the search, and the key words or search strategy used (please see instructions).
	Databases
	Date of Search
	Years Covered
	Key words or search strategy

	     
     
	     
     
	     
     
	     
     

	     
     
	     
     
	     
     
	     
     


Section C – Animal Inventory and Facilities
	yes
	no
	Field investigation only, live animals will not be housed in SCU

	yes
	no
	Live animals will be housed in SCU


	ANIMAL REQUIREMENTS

	Species/strain
	Age
	Sex
	Number of animals per year (project)

	
	
	
	

	
	
	
	

	
	
	
	

	ANIMAL FACILITY

	Housing location
	Operating room
	Laboratory room
	Location of animals to be held more than
12 hours outside the vivarium

	
	
	
	

	
	
	
	

	
	
	
	


	USDA GUIDELINES GOVERNING THE CARE AND USE OF ANIMALS IN RESEARCH

                              (see Appendix for detailed description of Pain Categories)

	Pain Categories
	Species
	Strain
	Number of animal/ project per year

	a. Number of animals to be used in studies which cause little or no pain or distress.
	
	
	

	b. Number of animals to be used in studies which may involve minor pain or distress of short duration.
	
	
	

	c. Number of animals to be used in studies 

which may involve moderate to severe pain or distress.

	
	
	

	d. Number of animals to be used in studies which may involve moderate to severe pain or distress without the benefit of pain-relieving drugs or other appropriate therapy.
	
	
	


Section D – Procedures
 I. EXPERIMENTAL PROCEDURES (Non-Surgical) 
 This section includes antibody production, tissue collection and behavioral studies, or any non-invasive study.

1.
For all experimental procedures:
a. Is pain, stress, or anxiety associated with procedure? Yes
No

b. What criteria will be used to assess pain/discomfort and what will be done to minimize or relieve pain/discomfort?

	Antigen/Drug (provide vendor names)
	Dose
	Route
	Frequency

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


2. Blood/Tissue Collection (Identify tissue(s) used)
a.
Describe technique used to collect blood or tissue:

b.
Quantity of blood obtained per collection:

c.
Frequency:

d.
Indicate methods for the prevention of anemia:

3. Behavioral Studies:
a.
Describe methods and procedures. Include description of any deprivation or stimulation that might be involved in the study

b.
Duration of Study

c.
If drugs will be administered, list in box provided above.
 II. PHYSICAL RESTRAINT (Use of restraint devices, special test chambers, and treadmills.) 

Brief physical restraint of animals for examination, collection of samples, and a variety of other clinical and experimental manipulations can be accomplished manually or with devices such as restraint stocks or squeeze cages. It is important that such devices be suitable in size and design for the animal being held and operated properly to

minimize stress and avoid injury to the animal. Prolonged restraint of any animal, including the chairing of nonhuman primates, should be avoided unless essential to research objectives. (8th Edition Guide, page 29-30)

1.
Justify use of restraint:

2.
Describe device, dimensions:

3.
Duration (hours) animal will be confined to device:

4.
Observation intervals during confinement:

5.
Qualified faculty or staff making observations:

6.
Will animal be fasted (food &/or water) or placed on a limited diet?

Describe and justify:

7.
How will the general well being of animal be determined and how often will the animal be weighed?
	8.
	Will electrical or other forms of stimulation be used to modify animal behavior? Include light and sound, if yes, describe:
	Yes
	No

	9.
	Will pain or discomfort be induced? If yes, describe and justify:
	Yes
	No

	10.
	Will analgesics, sedatives, or tranquilizers be used to provide additional restraint? If yes, list drug, dose, route and frequency of administration:
	Yes
	No


 III. SURGICAL PROCEDURES 

1.
Describe pre-operative care (including physical examinations, lab tests, pre-conditioning to apparatus, pre- operative medications and anesthesia):
	Antigen/Drug
	Dose
	Route
	Frequency

	
	
	
	

	
	
	
	


(If gas anesthesia will be used, indicate scavenging system.)

2.
Describe surgical procedures (attach an additional sheet if necessary):
Multiple major survival surgical procedures on a single animal are discouraged. However, under special circumstances they might be permitted with the approval of the committee. One situation in which multiple surgeries might be justified is when they are related components of a research project. Cost savings alone is not an adequate reason for performing multiple survival surgeries. (8th Edition Guide, page 30)

	a.
	Will multiple surgeries be performed? If yes, describe and justify
	Yes
	No

	b.
	Names and telephone numbers of surgeons:
	
	

	c.
	Will paralyzing drugs be used?

Describe: (include drug, dose, route and frequency)
	Yes
	No

	d.
	How will the level of anesthesia be assessed and how often?
	
	

	e.
	What criteria will be used to evaluate discomfort?
	
	

	f.
	What methods will be used to prevent dehydration and hypothermia during surgery?
	
	


g.
For a non-survival study, what is the duration of surgery and study prior to euthanasia of the animal?

3.
Post-Operative Care (Survival Studies Only)
Note: Animals must be held in post-operative area until recovered from anesthesia.
a.
Post-Anesthesia Recovery: Describe observations that will assure that the animals are stable and returning to a safe level of recovery from anesthesia

b.
Post-Surgical Recovery: Include frequency of examination, monitoring and management of pain when indicated, observations and management of potentially experimentally-related disease

c.
Describe criteria for the assessment of pain

d.
Post-operative medications (Analgesia, Antibiotics)
	Drug
	Dose
	Route
	Frequency

	
	
	
	

	
	
	
	


e.
Duration of study, amount of time animal will be kept alive post-operatively

f.
Describe long-term care of chronically instrumented animal
 IV. EUTHANASIA 

Techniques for euthanasia shall follow current guidelines established by the American Veterinary Medical Association Panel on Euthanasia. Other methods must be reviewed and approved by the Institutional Veterinarian. (8th Edition Guide, page 123-124)

Drug
Dose
Route


Section E – Personal Qualifications
It is an institutional obligation to ensure that professional and technical personnel and students who perform animal anesthesia, surgery, or other experimental manipulations are qualified through training or experience to accomplish these tasks in a humane and scientifically acceptable manner. Special training programs should be provided for technicians and faculty, as well as undergraduate, graduate, and postdoctoral students. (8th Edition Guide, page 23-24)

1. Indicate personnel and their training/experience:

Please note: Notification to the Committee is required for any changes in personnel


Section F – Hazardous Substances
Indicate any of the following that will be used in animals as part of the proposal protocol:
Biohazardous materials involving rDNA and biologically hazardous materials

Radioactive materials 
Other Hazardous chemicals 
Environmental Health and Safety (http://bus.lmu.edu/ehs/) approval is required for use of any of the above.
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Appendix – Animal Use & Pain Categories
The following is a list of examples of procedures which are representative of each pain category.

Type A:  Studies which cause little or no pain or distress.  Examples include housing and brief restraint of animals for observation or examination; single blood sampling; single injections of non-toxic materials; standard approved methods of euthanasia that induce rapid unconsciousness; short periods (a few hours) of food and water deprivation; and behavioral observations.

Type B:  Studies which may involve minor pain or distress of short duration.   These include surgical procedures and other studies on anesthetized animals where the animals do not regain consciousness (eg non-survival surgery).  Also included are cannulation of vessels or body cavities performed under anesthesia; minor surgical procedures such as biopsies and others where post-surgical pain and distress are minimal; overnight or longer food or water deprivation; behavioral studies on awake animals that involve short-term restraint; studies using noxious stimuli from which escape is possible; using tumor implants or hybridomas under guidelines as outlined by the IACUC; and the use of Freund’s complete adjuvant injected intramuscularly.

Comment:  During and after Type B studies animals are not expected to show anorexia, dehydration, abnormal discharges, hyperactivity, increased recumbency or dormancy, increased vocalization, self-mutilation, aggressive-defensive behavior or demonstrate social withdrawal and self-isolation.

Type C:  Studies which may involve moderate to severe pain or distress. These include major surgical procedures performed under anesthesia, permitting recovery, with adherence to acceptable veterinary practices including postoperative analgesia, fluid therapy and  veterinary nursing care; prolonged periods (several hours or more) of physical restraint or deprivation of the animals’ environmental necessities, such as maternal deprivation, aggression, predatory-prey interactions; procedures which alter perceptual or motor functions, such as the induction of paralysis or seizures; and induction of  infectious diseases or toxicities, and when severe clinical symptoms begin to appear the animals are treated or euthanized.

Comment: Involvement of trained technicians, scientists and veterinarians is critical if this pain is to be minimized or avoided.  Animals used in Type C studies should not show signs of prolonged clinical distress, such as behavioral abnormalities, lack of grooming, dehydration, anemia, abnormal vocalization, prolonged anorexia, self-mutilation, increased signs of infectious processes (peritonitis, pneumonia, diarrhea, encephalitis, etc.).  If these clinical abnormalities develop, the necessary treatments to alleviate the symptoms must be available and provided.  If the symptoms cannot be alleviated, the animals must be euthanized with minimal delay.

Type D:  Projects that may involve moderate to severe pain or distress without the benefit of pain-relieving drugs or other appropriate therapy.  Such studies include application of noxious stimuli from which escape is impossible; exposure to noxious stimuli or agents whose effects are unknown; completely new experiments which have a high degree of invasiveness; induction of aggressive behavior leading to self-mutilation or fighting; and induction of infectious diseases or toxicities where death is an end point and animals are not treated or euthanized when severe clinical abnormalities develop.

Comment:  Type D projects present an explicit responsibility on the faculty to explore alternative methods before proceeding with the study.  Type D projects are considered by some to be highly questionable or unacceptable, irrespective of the significance of the anticipated results.  Before our Committee can review and approve these projects, the justification statements and the veterinary involvement must be clearly presentable and understandable.
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