IDAHO STATE UNIVERSITY

ANIMAL WELFARE COMMITTEE

RESEARCH ANIMAL PROTOCOL FORM

(Please Type)                                            



 Number  A number is assigned to the project after approval

 FORMTEXT 
     
GENERAL INFORMATION
1) Protocol Title:  The title of the project should be unique and indicate the nature of the study.  
2) Name of Principal Investigator:      
a) Phone Number:      
b) Department:     
3) Name of Co-investigator:      
a) Phone Number:      
b) Department:     
4) Is this protocol being reviewed by another institution or agency’s IACUC?  FORMDROPDOWN 

5) Source of Funding:     
6) Project Period  
From:      

to:         (All approved protocols are subject to yearly review and new literature search.  It is the responsibility of the PI to inform the committee on the status of the project.  After one year the protocol approval will expire.)

 FORMCHECKBOX 
New


 FORMCHECKBOX 
     Renewal* (provide number)

 FORMCHECKBOX 
     Continuation* (provide number)

I) BUDGET SUPPORT
1) Amount budgeted for housing of animals:     
2) No. of animals      x  Average No. of Housing Days      x Per Diem Rate       = $      TOTAL.

3) Amount budgeted for purchase of animals:     
4) No. of animals      x cost per animal $      = TOTAL.

5) Charge to Department:      Grant #:      
II) SIGNIFICANCE, RATIONALE and ASSURANCE
1) Please provide a narrative description of the significance and purpose of the project and the rationale for animal use in the project, (how animals will allow you to accomplish the objectives of the project).   This should include scientific relevance to human or animal health, advancement of knowledge, and/or good of society.  This should be a brief narrative to explain the long term objective or purpose of the study and how it will benefit society.   This summary should explian to a non-scientific individual why this project is important.    
2) Please provide a written narrative as to why alternatives such as mathematical models, computer simulations, cell cultures, or other  in vitro systems are not being utilized in place of the proposed animal experiments.  Alternatives to animal use include the three “R”s, reduction, refinement and replacement.  Please include how you have incorporated the three “R”s in your proposal.  (Simply stating,  “no alternatives are available” is unacceptable).  Federal Law requires that investigators provide a written narrative that describes why alternatives are not used.   USDA Policy # 12 requires an investigator to consider any alternatives to procedures that may cause more than momentary or slight pain or distress to the animals.   This narrative description should provide details on the methods you have used, and sources consulted to determine that alternative procedures are not available or acceptable.  You should include preliminary procedures you or other colleagues have completed that justify the use of animals.   Include the natural progression of your research project and how cell cultures or other alternatives are used, include the long term goals and how animals are necessary at this point in the project.    In many cases alternatives are used in the course of your research and at some point it is necessary to use the live animal to complete the objectives.    Each project will be individual and the Principal investigator must provide justification for using animals in a research project.  The three “R”s have been used for many years as guidelines to direct animal use.  Prior to any project using animals, an investigator should ask: How can I reduce, refine, or replace animal use?   Reducing animal use may be in the form of alternatives where ever possible. The number of animals used should be justified statistically which will insure the minimum required to obtain scientifically valid data.     Refinement may include lessening or eliminating  pain and distress,  gathering information from other projects to formulate objectives, duplicating procedures and projects only when necessary, and using new current techniques.   Methods that use non animal systems or less sentient animal species are ways to replace animals use.  Please include any in vitro methods that are used in the course of the project.    There are many other ways to reduce, refine, and replace.   This question is another way to justify how necessary animal use is to obtain the information needed to prove or disprove a theory. 

3) 
A literature search was completed to assure that all alternatives were considered as well as this protocol does not unnecessarily duplicate any research using the following data bases (this must include two different database searches,  other sources may be substituted for database searches, these includs recent conferences, colloquia, or  consultation with experts. 
a) Database searched:   FORMCHECKBOX 
 Animal Welfare Information Center   FORMCHECKBOX 
 National Agriculture Library             FORMCHECKBOX 
 Medline       FORMCHECKBOX 
 Library of Congress     FORMCHECKBOX 
 Other  please specify       
b) Key words (minimum of five) used in the search:     
c) Date of search:     
d) Dates searched:     
e) Please give a one or two sentence dialog on what you found in your search  The search should be targeted to finding alternatives to the procedures you are proposing.  This narrative should explain how we determined there are no alternatives and/or explain why we chose not to use alternatives.  
III)  ANIMAL MODEL (Provide a separate list for each species to be used.)

	Species
	Strain/Breed
	Number
	Sex
	Age
	Weight
	Source of Animals

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


1) Why is this species used? (Briefly describe the biological characteristics of the species that justifies its use in the protocol.  Cost should not be the primary justification.)Describe the biological characteristics  of the animal species selected that justifies its’ use in the proposed project.  Cost should not be used as justification, except as a means to chose among species that are equally acceptable for use in the project.  For example, this species may provide an excellent model for a higher sentient species.  Describe how this species provides that model.   Perhaps this project is to enhance our knowledge of this particular species or conserve a particular species.    In any case, it is necessary to assure that the appropriate animal model is selected.  Federal policy (U.S. Government Principles, PHS Policy, and USDA Policy) requires the principle investigator include a information on the appropriateness of the species used in any activity. 

2)  

3) Why use this number of animals? (Describe how you arrived at this number and include statistical justification for this number.  Remember, numbers that are too low can be as wasteful as using too many.)Federal regulations (U.S. Government Principles, PHS Policy, and USDA Policy) require an infestigator to justify the number of animals to be used in a project.  If possible use statistical justification for the numbers of animals requested.  If statistical justification is not possible discribe the rational for choosing the number of animals.   While using too many animals may be wasteful, low numbers may not provide statistical power needed to accomplish the goals of the project.  Both sides of the coin should be addressed in this question.  Other considerations may include: a certain volume of tissue may be needed to adequately run a certain assay, or there may be expected losses that would decrease group size and invalidate the project.  The following is not sufficient, “ The number of animal selected is that necessary to ensure a valid statistical result.”  You may wish to address previous pilot studies, related experimental design, or reports published by yourself or collaborators which support your numbers, or which preclude a deviation from an established design.   
4) Type of procedure

a) Indicate type of procedure (A, B, C, D, E,) as defined below.  The Animal facility is required by law, and as a requirement of our accreditation, to report to the federal governement the number of animals used and report the pain category involved.  
b) Justify your selection.  U.S. Government Principle IV:  “Unless the contrary is established, investigators should consider that procedures that cause pain or distress in human beings may cause pain or distress in other animals.”  It is important to predict (to the best of our ability) how the animals may respond to a particular treatment or procedure. Thorough understanding of the treatments and/or procedures.  The species and their typical behaviors gives the investigator a basis to make preliminary predictions on the degree of pain and or distress. Unless the contrary is established, investigators should consider that procedures that cause pain or distress in humans may cause pain or distress in other animals.  Observing normal physiologic functions and behaviors,  collecting data such as blood samples, urine samples, etc., or historical information from other projects may also give an investigator information to assess pain and or distress.   Once  the degree of pain and or distress has been evaluated, a plan to alleviate pain and or distress is necessary.  An investigator is required to make every effort possible to make the animals comfortable.    Next, the investigator should  formulate methods to assess the actual response and the level of pain/distress once the project begins.   Assessment of the animals during the project is essential to make sure methods to alleviate pain and/or distress are effective.  At any point an addendum to the protocol can be submitted to the Animal Welfare Committee, if the preliminary predictions are inaccurate.  An addendum must be made if any  procedures are changed.
Research Procedures:

Type A:  Experiments involving nonvertebrate species.

Type B:  Experiments on vertebrate species that are expected to produce little or no discomfort.

Type C:  Experiments that involve some minor stress or pain (short‑duration pain) to vertebrate species.

Type D:  Experiments that involve significant but unavoidable stress or pain to vertebrate species.

Type E:  Procedures that involve inflicting severe pain near, at, or above the pain tolerance threshold of unanesthetized, conscious animals.

For complete details on the procedures refer to Table 1 (attached).
5) Anesthesia

a) Type of anesthesia used,  if applicable:  List any  anesthetic that may be used.  If you are unsure, list any possible drug, dose, and route of administration.  If multiple drugs are used describe how it will be determined which will be used.   Remember some drugs are anesthetics and other are analgesics. 
b) Dose range:Because animals show a wide range of physiologic variation, most drugs have a dose range.  It is important to know and understand the action of any given drug and the range of use.  This gives the investigator the flexibility to dose appropriately for any given individual.  For example many anesthetics work differently on a very lean animal verses an animal with more body fat.  
c) Route of administration:  The investigator must know how an anesthetic is absorbed and metabolized by the body to insure the level and length of anesthetic will be appropriate for the procedure.  


d) Frequency of anesthesia:Any animal subject to multiple procedures may be under significant pain and/or  distress.  Scientific justification is necessary if this is the case.   

e) Length of anesthesia:Estimating the duration of the anesthesia  and/or procedure is important to help determine if the most appropriate anesthetic is used, what aftercare is appropriate, and what types of monitoring are appropriate for an individual animal. 
f) Who is responsible for maintaining anesthesia?Careful monitoring of anesthesia is important to assure appropriate anesthetic depth is maintained during a procedure.  Anesthetic death results in unnecessary animal use.  Light anesthesia may result in pain and or distress for the animal involved.  Appropriate training in anesthesia monitoring will minimize anesthetic problems.   List all personnel who will be responsible. 
g) Methods used to monitor anesthesia: Understanding the levels of anesthesia are important for monitoring.  Animals    must be  at a level appropriate for the procedure.  The depth of anesthesia should  be maintained to avoid death or increased consciousness and pain and/or distress.  
h) If inhalation anesthetics are used, describe the system for scavenging waste anesthetic gas.  Inhalant anesthetics that are dispersed into the room air provide a potential hazard to all personnel.   It is important to effectively scavenge the waste anesthetic gas. 
6) Methods to alleviate pain and/or distress.  List analgesics, tranquilizers, or behavioral modifications.  If your procedure is likely to produce pain or distress, the use of analgesics, tranquilizers (or other methods to alleviate distress), is expected. OR you must provide a narrative to justify why no drugs or methods are used alleviate pain or distress.

a) Type(s) of drugs or methods used:Please list any drugs or methods used to minimize pain or distress on the animals.  Non applicable is not an appropriate response the this section.  An investigator is required to make every effort possible to make the animals comfortable on a daily basis.    This may be done by using forms of environmental enrichment, natural housing environment, analgesic drugs, socialization etc.  An investigator must assess carefully how to ensure comfort of the animal without adding variables into the research.   Scientific justification is required if there are not methods used to minimize pain and distress.  Remember that euthanasia is a method to alleviate pain and or distress.  If analgesic drugs are not an option scientifically, the investigator can formulate a plan to determine at what point during a project an animal will be euthanized to alleviate pain and or distress.  This information is also below, and you may refer to that section.  
b) Dose range:     
c) Route of administration:      
7) Restraint

a) Methods or devices used:  List methods for restraint of animals during procedures or treatments.  Restraint is defined as unable to make normal postural adjustments or move away from stress producing environments.  Significant stress can be related to restraint.  If the restraint is more than momentary, it is expected that some method is used to minimize this stress.   Clear justification is required if no relief is provided. 
b) Duration of restraint FORMDROPDOWN 

c) If more than momentary restraint to administer drugs, describe methods used to alleviate stress due to restraint.       
8) Where will surgical or other procedures be performed? (Provide room number.)  

a) Sterile surgery suite in Biology

     
b) Non-sterile surgery area in Biology
     
c) Non-sterile surgery area in Pharmacy
     
d) Other 



     
9) Methods or drugs used for euthanasia: All methods of euthanasia must follow the Report of the AVMA Panel on Euthanasia.  ANY DEVIATIONS MUST BE SCIENTIFICALLY JUSTIFIED.  Even if you do not intend to euthanasia animals at the completion of your project, a method of euthanasia should be listed in case of emergency or problems that would necessitate alleviation of suffering. 

a) Are your procedures acceptable methods under the guidelines of the AVMA Panel on Euthanasia?  http://www.avma.org/issues/animal_welfare/euthanasia.pdf   FORMDROPDOWN 

b) If you answered No, provide the scientific reason.  Federal regulations state, the method of euthanasia must be consistent with the current Report of the AVMA Panel on Euthanasia.  If your methods deviate from the current Report of the AVMA  Panel on Euthanisia, clear justification of why this deviation is necessary. 
c) Drugs or methods:Euthanasia techniques should result in rapid loss of consciousness followed by cardiac or respiratory arrest and the ultimate loss of brain function.  In addition, the technique should minimize distress and anxiety experienced by the animal prior to loss of consciousness.    Obviously in a research situation this may add unwanted variables.  The AVMA Panel on Euthanasia addresses the fact that completely eliminating pain and distress in all situations cannot be achieved.  However, the report does give guidelines and criteria for evaluating each situation.  Euthanasia techniques are considered acceptable, conditionally acceptable, or unacceptable.  Conditionally acceptable methods require scientific justification and clear reasons as to why an acceptable method is not used.  
d) Dose range:Because animals show a wide range of physiologic variation, most drugs have a dose range.  It is important to know and understand the action of any given drug and the range of use.  This gives the investigator the flexibility to dose appropriately for any given individual.  For example many drugs work differently on a very lean animal verses an animal with more body fat.  
e) Route of administration:The investigator must know how a specific drug is absorbed and metabolized by the body to insure the level and length of action will be appropriate to meet the goals of euthanasia.. 
f) Describe methods to ensure the animal will not revive:It is imperative that death be verified after euthanasia and before disposal or retrieval of tissues.  An animal in deep narcosis following the procedure may appear dead, but might eventually recover.  Death must be confirmed by examining the animal for cessation of vital signs and consideration given to the animal species and method of euthanasia when determining the criteria for confirming death.   A secondary method such as thoracotomy, or cervical dislocation should be considered if possible.
g) Humane Endpoints.  Provide plan to determine when an animal will be euthanized and removed from the study.  In order to minimize distress, pain, and or suffering, criteria for euthanasia should be established prior to beginning a project.  Animals should be evaluated on a daily basis for pain and distress.  Procedures should be in place to remove an individual from a project prior to completion if the animal appears to be experiencing undue pain or distress.  The criteria should include a balance between maximizing our ability to obtain the desired data and alleviating pain, distress, or suffering. 
IV)  ANIMAL CARE
1) Where will the animals be housed?     
2) Who will be responsible for the animal care? 

a)  FORMDROPDOWN 

b) If other, please specify and justify:     
3) Will the animals be caged or restrained for over 24 hours somewhere other than the animal facility?  FORMDROPDOWN 
 If so, this site becomes a satellite facility and subject to IACUC, AALAAC, and USDA inspection. 

a) If yes, who will be responsible for the animal care? FORMDROPDOWN 
         
b) Type of caging or restraint:  FORMDROPDOWN 
      
	
	Conventional
	Other
	If other, Please explain and Justify

	Caging
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Housing
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Type of Food
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Feeding Schedule
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Provision of Water
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Environmental Requirements
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Humidity
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Light
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Light Intensity
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


V) ANIMAL USE AND PROCEDURES
1) Provide clear description of the project and the proposed use of the animals.  Use as many pages as necessary.  A copy of the procedures portion of the grant or proposal is acceptable if the proposed use of animals is clear and concise (This should be understandable to a non-scientific member of the committee).  Veterinary consultation will be helpful with this information and is required prior to protocol approval.  The veterinarian may be contacted through the Animal Care Supervisor at extension # 3895.     
2) All procedures, medical, and behavioral concerns must be recorded on Procedure Sheets and kept in each animal room.  These sheets must be available for Animal Facility personnel, the University Veterinarian,  Animal Welfare Committee, Federal inspectors, and AAALAC site visitors.  It is the responsibility of the PI to maintain these records. Failure to maintain adequate records may result in suspension of animal facility privileges.   FORMDROPDOWN 

VI) PAINFUL OR STRESS PRODUCING PROCEDURES - * This section to be filled out if the protocol is a type C, D, or E procedure.  (Actual surgical procedure should be described in Section VI.1.)  

1) List below all personnel who will handle the animals and state their prospective duties.  (To be filled out by the principal investigator.)     
2) Describe pre‑operative or preliminary procedures This includes procedures employed to ensure aseptic technique is maintained, ensure health of animals, surgical preps, drugs used, prophylactic measures, instruments.     
3) Describe any potential post‑operative or post procedure complications and methods to identify, assess, and manage these problems:     
4) Describe long-term care of any chronic survival procedures:     
5) Who will be responsible for observation of animals until appropriate protective reflexes have returned?     
VII) OCCUPATIONAL HEALTH AND SAFETY :  It is the responsibility of all researchers, professors, and instructors using animals in their investigations, teaching laboratories, or training programs to complete a formal protocol to be reviewed by the ISU Animal Welfare Committee to assess not only the appropriate use of animals, but also the potential occupational and health risks to participants involved in the activity.  The protocol will be reviewed by the Committee to ensure compliance with the Animal hazards and Occupational Health and Safety Programs. The following information will in used in risk assessment with regards to Occupational Health and Safety, and to provide guidance to manage such risks.

1) Name of Contact person      Phone       

2) Type of Activity:      FORMCHECKBOX 
 Research        FORMCHECKBOX 
Teaching       FORMCHECKBOX 
Training

3) Class/Procedure/Protocol Number      
4) Number of participants informed of hazards      
5) Number of participants declining to participate      
6) Number of exposure cycles to animals (check one)   FORMDROPDOWN 

7) Risk Category of exposure to infection/bites etc.  FORMDROPDOWN 

8) Risk Category of exposure to environmental/physical hazards i.e. water, remote environments, steep terrain, weather.   FORMDROPDOWN 
 

9) Is the Occupational Health and Safety information letter signed and attached to this proposal?    FORMDROPDOWN 
      If no, please explain when it will be submitted.     
10) List major components of occupational health and safety plan     
11) If this is a renewal activity, were there any injuries of recordable incidences since the last review? FORMDROPDOWN 
, If yes, please explain:     
For committee Use Only

Occupational Health and Safety Specialist    _____Approve        _____Disapprove

Risk Assessment _____Low     _____Medium     _____High

Recommendations: 

Signature ___________________________________________________    Date ___________________________

VIII) PERSONNEL STATEMENT AND QUALIFICATIONS:  To  be filled out in detail by all personnel involved in the project and list their qualifications, include PI, co-investigator, research assistants, teaching assistants, graduate students, undergraduate students, student hires, etc.  This list may be updated as needed.  Please update the protocol with a personnel statement for additional persons added into the project after protocol approval.  - ANIMALS WILL NOT BE RELEASED TO PERSONNEL NOT LISTED UNDER AN APPROVED PROTOCOL.    
Name:                                                                  Title:      
Department:      
Formal education and/or training:     
Describe what training in general animal care and use (including ISU's training program) you have received.  Provide dates. 
Online LATA training (include modules and dates)

The Humane Care and Use of Laboratory Animals
  FORMCHECKBOX 
 Date      
The Humane Care and Use of Laboratory  Rat       
  FORMCHECKBOX 
 Date      
The Humane Care and Use of Laboratory Mouse   
  FORMCHECKBOX 
 Date      
Aseptic Surgery of Rodents                                    
  FORMCHECKBOX 
 Date      
Anesthesia and Analgesia of Rodents                     
  FORMCHECKBOX 
 Date      
Occupational Health and Safety 


  FORMCHECKBOX 
 Date      
Other      


I have read and understand the ISU Animal Care and Use Training Handbook.   FORMCHECKBOX 


Located at http://www.isu.edu/anmlcare/handbook.html.  
Describe duties on this project related to animal care and use.     
Describe specific training you have received that qualifies you to perform procedures in this protocol.     
I am aware of the risks associated with the project, and risks related to this species. I have and will continue to take appropriate precautions to avoid health risks while working with animals.     FORMDROPDOWN 

Signature ____________________________________________Date _____________________
IX) INVESTIGATOR’S ASSURANCE
1) I agree to abide by PHS Policy, USDA Regulations, National Research Guide for the Care and Use of Laboratory Animals, AAALAC, and all federal regulations and policies of Idaho State University governing the care and use of animals in research, teaching or testing.  
2) I will insure that all laboratory personnel having direct live animal contact will be appropriately trained for all animal procedures used on the project and complete required training listed in personnel statement.
3) I certify that all experiments and surgeries involving live animals will be performed under my supervision or that of another qualified professional listed on this protocol. 
4)  I will maintain animal medical records (procedure sheets) for review by the IACUC, animal facility staff and University Veterinarian. 
5) I will request prior approval from the Animal Welfare Committee pertaining to any changes in this protocol.
6) I certify that the information provided within this protocol is accurate to the best of my knowledge.  I also understand that should I use the project described in this protocol as a basis for a proposal for funding (either intramural or extramural)  it is my responsibility to insure that the description of animal use in such funding proposal is identical in principle to that contained in this protocol.  

7) I certify that I have read the above listed protocol and am qualified to perform the procedures described herein, I further agree to abide by the protocol and to notify the committee of any proposed deviations from it.
 FORMDROPDOWN 

Signature:_______________________________________  Date:______________________

Table 1 - Descriptive Information on Procedures
Category A.  Experiments involving either no living materials or use of plants, bacteria, protozoa, or invertebrate animal species.  Example and Comments -  Biochemical, botanical, bacteriological, microbiological, or invertebrate animal studies, tissue cultures, studies on tissue obtained from autopsy from slaughterhouse, studies on embryonated eggs.  Invertebrate animals have nervous systems and respond to noxious stimuli, and therefore must also be treated humanely.

Category B.  Experiments on vertebrate animal species that are expected to produce little or no discomfort.  Example and Comment -  Mere holding of animals captive for experimental purposes; simple procedures such as injections of relatively harmless substances and blood sampling; physical examinations; experiments on completely anesthetized animals which do not regain consciousness; food/water deprivation for short periods (a few hours); standard methods of euthanasia that induce rapid unconsciousness, such as anesthetic overdose or decapitation preceded by sedation or light anesthesia.

Category C.  Experiments that involve some minor stress or pain (short‑duration pain) to vertebrate animal species.  Example and Comments - Exposure of blood vessels or implantation of chronic catheters with anesthesia; behavioral experiments on awake animals that involve short‑term stressful restraint; immunization employing Freund's adjuvant; noxious stimuli from which escape is possible; surgical procedures under anesthesia that may result in some minor post‑surgical discomfort.  Category C procedures incur additional concern in proportion to the degree and duration of unavoidable stress and discomfort.

Category D.  Experiments that involve significant but unavoidable stress or pain to vertebrate species.  Examples and Comments - Deliberate induction of behavioral stress in order to test its effect; major surgical procedures under anesthesia that result in significant post‑ operative discomfort; induction of an anatomical or physiological deficit that will result in pain or distress; application of noxious stimuli from which escape is impossible; prolonged periods (up to several hours or more) of physical restraint; material deprivation with substitution of punitive surrogates; induction of aggressive behavior leading to self‑mutilation or intra‑species aggression, such as toxicity testing with death as an end point; production of radiation sickness, certain injections, and stress and shock research that would result in pain approaching the pain tolerance threshold, i.e. the point at which intense emotional reactions occur.  Category D experiments present an explicit responsibility on the investigator to explore alternative designs to ensure that animal distress is minimized or eliminated.
Category E.  Procedures that involve inflicting severe pain at, or above the pain tolerance threshold of unanesthetized conscious animals.  Examples and Comments - Use of muscle relaxants or paralytic drugs such as succinylcholine or other curariform drugs used alone for surgical restraint without the use of anesthetics; severe burn or trauma infliction on unanesthetized animals; attempts to induce psychotic‑like behavior; killing by use of microwave ovens designed for domestic kitchens or by strychnine; inescapability severe stress or terminal stress.
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