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ANY USE OF VERTEBRATE ANIMALS IN RESEARCH, INSTRUCTION, OR DEMONSTRATION MUST BE REVIEWED AND APPROVED BY THE INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE BEFORE ACTIVITIES ARE INITIATED.  NO EXCEPTIONS!

Marcia Shelton, PhD, Director, Research Regulatory Compliance @ 936.261.1588
GENERAL GUIDANCE

USE OF THIS FORM. This application form is required to gain approval for all initial, continuation/ renewals, and/or pilot studies for research, instruction or demonstration project activities involving the use of vertebrate animals by all investigators at Prairie View A&M University.  Please complete a separate form for each animal species and for each procedure that cannot be adequately described on a single form.  

COMPLETION OF THIS FORM.   The Institutional Animal Care and Use Committee MUST HAVE enough information to evaluate what is going to happen to the animals from start to finish, i.e., a complete description of all animal manipulations.  Some information is required for all relevant questions; "see attached" is not sufficient.  Each applicant must complete all items and provide any additional addendum forms that refer to the specific protocol.  If the protocol is not completely explained by the answers to the standard questions and addendum forms, please append a narrative description.  The LAW REQUIRES that the use of animals be justified and that investigators will minimize pain, distress, and discomfort.  Incomplete applications will be returned and approval consideration will be delayed.

CONSULTATION:  The veterinary staff is available for consultation to assist with the completion of this application.  Such consultation is REQUIRED if animals will be subjected to more than momentary pain or distress.  Call 936.857.3926.
FORM AVAILABILITY:  Forms are available via the Office of the Vice President for Research and Development, Research Regulatory Compliance Office, Anderson Hall, Room 104 or call 936.261.1588 or 1589.  An interactive copy of this form is available via email and/or at the Research and Development Web Site. 

SUBMISSION:  Submit the original completed form via electronic transmission to the Research Regulatory Compliance office at mcshelton@pvamu.edu.   In addition, submit one original signed form, a copy of the funding guidelines, grant application and/or proposal to the Research Regulatory Compliance Office. ALL FORMS MUST BE TYPED.

SUBMISSION DEADLINE:  Not later than the 15th day of each month.  

MEETING DATE:  All Protocol Applications received by the 15th of a month will be reviewed on the Second Thursday of the following month.  Notification of status will be transmitted within 7 days of the meeting.
APPROVAL PROCESS:  Once approved, the protocol will be reviewed on an annual basis for up to two years.  At the end of year three from the original approval month and year, the protocol will expire and MUST BE resubmitted for approval consideration.
CHANGES IN METHODS, NUMBER OF ANIMALS OR PERSONNEL:  Apply by memo, referencing the IACUC Protocol Number.  If additional methods or study groups are proposed, please include a new flow chart and the pertinent protocol pages.   If changes are extensive, submit a new complete protocol application.  

ANIMAL PROTOCOL APPLICATION - GENERAL GUIDANCE

GRANT APPLICATIONS USING APPROVED PROTOCOLS:  If all methods, personnel, and environmental conditions, etc. are identical to an approved protocol, state this in a memo to the IACUC and reference the protocol number.  State the funding agency and grant application title.  Enclose a copy of the experimental design and vertebrate animal sections (NIH Sections D & F) of the grant application.

NOTICE TO APPLICANTS:

This package contains the required application for submission of a request to the Institutional Animal Care and Use Committee for approval to utilize animals in research, instruction or demonstration.  The package includes this General Information section, the Application format, and Addendum Forms that will help ensure that the applicant provides the depth of information needed for the Committee to complete a review.  Additional information is provided in various sections, primarily with the Addendum Forms to assist the applicant with completion of the application.  Individuals having questions should contact the Office of Research Regulatory Compliance for additional guidance. 

ALL INDIVIDUALS THAT USE ANIMALS FOR THE CONDUCT OF RESEARCH, INSTRUCTION, AND/OR DEMONSTRATION SHOULD BE FAMILIAR WITH: 

1) THE NIH GUIDE FOR THE CARE AND USE OF LABORATORY ANIMALS; 

2) PVAMUs PHS ANIMAL WELFARE ASSURANCE;

3) PHS POLICY ON HUMANE CARE AND USE OF LABORATORY ANIMALS;

4) PVAMUs OCCUPATIONAL HEALTH PROGRAM FOR PERSONNEL HAVING LABORATORY ANIMAL CONTACT; and

5) THE FEDERAL ANIMAL WELFARE ACT.

THESE DOCUMENTS ARE AVAILABLE IN THE RESEARCH REGULATORY COMPLIANCE OFFICE, ANDERSON HALL, ROOM 104. 

	Committee Use Only:

IACUC PROTOCOL #:

APPROVAL DATE:

EXPIRATION DATE:


ANIMAL PROTOCOL APPLICATION 
A.  GENERAL INFORMATION
School/College:





Department:

Principal Investigator:




Academic Title:






Work Phone:


Cellular Phone:


E-mail Address: 

Project/Protocol Title:

Check One:
_____Initial Submission

_____Renewal

_____Modification

List the names of all individuals authorized to conduct procedures involving animals under this
protocol and identify key personnel (e.g., co-investigator(s), providing their department, telephone, fax,

and email):

Complete and attach FORM 1: Personnel Qualification Flow Chart.

Funding Source(s):

NOTE:  ATTACH FORM 1.  

PRINCIPAL INVESTIGATOR CERTIFICATIONS 
· I certify that I have attended the institutionally required investigator training course for Occupational Health and Safety. 

Year of Course:

· I certify that the activities in this protocol do not unnecessarily duplicate previous experiments.

· I certify that all personnel listed in this protocol are authorized to perform procedures as designated on animals under this protocol.  A general description of the training and experience of personnel is provided in this protocol on FORM 1.  Training has been completed in the following: 

a)  the biology, handling, and care of this species; 

b)  aseptic surgical methods and techniques (if necessary); 

c)  the concept, availability, and use of research or testing methods that limit the use of animals or 

minimize distress; 

d)  the proper use of anesthetics, analgesics, and tranquilizers (if necessary); and 

e)  procedures for reporting animal welfare concerns.  

Proof of such training for all personnel will be provided to The Institutional Animal Care and Use 

Committee (IACUC).  

· FOR ALL USDA Classification D and E proposals (see Background Information, FORM 3 for description): I certify that I have reviewed the pertinent scientific literature and the sources and/or databases as noted in FORM 3, Item 1 and have found no valid alternative to any procedures described herein which may cause more than momentary pain or distress, whether it is relieved or not.  I further certify that appropriate pain-relieving drugs have been or will be used throughout the entire study to relieve pain or distress whenever it occurs, including post-operative or post-procedural care, unless specifically stated otherwise in this protocol.

· I certify that I am not using radioactive materials, infectious agents, or other biologically hazardous materials in the animal facility other than those included in this protocol and approved by the appropriate committees.

· I certify that I am familiar with and agree to abide by the provisions of the National Research Council Guide for the Care and Use of Laboratory Animals, the Public Health Service Policy on Humane Care and Use of Laboratory Animals, and current United States Department of Agriculture Animal Care and Use Regulations. Any unanticipated pain or distress, morbidity, or mortality will be reported to the attending veterinarian and the IACUC.

· I understand that if I wish to change any of the procedures or personnel as shown on this protocol, I will request IACUC approval by submitting the details of the change(s) to the Regulatory Compliance Office in writing. If substantive changes are made, I will submit a new protocol. 


· I also understand that any failure to comply with the guidelines and requirements set down by the Institutional Animal Care and Use Committee, WILL RESULT in SUSPENSION OF MY ACTIVITIES.  

Typed name of Principal Investigator:  

Signature of Principal Investigator:  




Date:

INVESTIGATOR ASSURANCE

I accept and assure compliance with all institutional, state, and federal rules and regulations
concerning the care and use of animals.  I will notify the Institutional Animal Care and Use Committee
of any changes in the proposed project or personnel prior to initiating or continuing any animal use. 

I ensure that all laboratory personnel handling animals will be adequately trained for all animal
protocols used in the project and will be familiar with the Institutional Occupational Health and Safety
Program for Personnel with Laboratory Animal Contact.  The information in the attached pages is
complete and correct. 

Typed Name of PI:

P.I. Signature:







Date:

PROTOCOL ENDORSEMENTS (Complete ALL that apply)
a)  Typed Name of Immediate Supervisory Personnel:   

Signature:







Date:

NOTE: The Signature of the Immediate Supervisor indicates that an independent review for scientific
merit has been conducted before this protocol was submitted for review by the Compliance
Committee. 

b)  Typed Name of Institutional Safety Officer or Chair, Bio-safety Committee(IBC): 

Signature:







Date:

NOTE:  Required of all projects utilizing hazardous agents.

c)  Typed Name of Facility Manager: 

Signature:







Date:

NOTE:  Required as indication that the resource capability of the indicated facility is adequate.  

If more than one facility is required, the endorsement of each Manager is required.

d)  Typed Name of Veterinarian: 

Signature:







Date:
NOTE:  Certification of review and consultation on proper use of anesthetics and pain relieving

medications for any painful procedure.

IACUC APPROVAL
Typed Name of Chair:

Signature of Chair:






Date:

B.  ANIMAL REQUIREMENTS
Genus: 






Species:

Strain, Subspecies or breed:



Common name:

Approximate age, weight or size:


Sex:
___M
___ F
 


Bacteriological Status (e.g., germfree, defined flora, specific pathogen free, conventional): 

Viral Status (e.g., simian immunodeficiency virus, simian retrovirus): 

Project Duration - Start Date:


End Date:

Number of animals to be used:
_____Year 1
_____Year 2
_____Year 3 
_____Total 

Source(s) [e.g., name of vendor or breeder, bred in-house]: 

C.  RATIONALE FOR ANIMAL USE  

1.  Explain your rationale for animal use. [The rationale should include reasons why non-animal models cannot be used].

2.  Justify the appropriateness of the species selected. [The species selected should be the lowest possible on the phylogenetic scale]. 

3.  Justify the number of animals to be used. [The number of animals should be the minimum number required to obtain statistically valid results].  


D.  TRANSPORTATION
Transportation of animals must conform to all institutional guidelines/procedures and federal
regulations.  

1.  If animals will be transported on public roads or out of state, describe efforts to comply with USDA regulations.  

2.  If animals will be transported between facilities, describe the methods and containment to be utilized.  

3.  If animals will be transported within a facility, include the route and elevator(s), if applicable, to be utilized.  


E.  PROJECT OBJECTIVES
NARRATIVE DESCRIPTION OF THE INVESTIGATION/PROJECT: Briefly describe in language understandable to a layperson, the aim (goal(s)/objectives/hypothesis) of the study or project and why it is important to human or animal health, the advancement of knowledge, and/or the good of society. 

AIM/GOAL:

OBJECTIVES/HYPOTHESIS:

PROJECT IMPACT:


F.  DESCRIPTION OF EXPERIMENTAL DESIGN AND ANIMAL PROCEDURES
NOTE:  IF YOU NEED ASSISTANCE COMPLETING ANY OF THE IDENTIFIED FORMS, 2 - 10, CONTACT A PVAMU VETERINARIAN FOR ASSISTANCE.  ALL REQUIRED FORM MUST BE ATTACHED TO THIS PROTOCOL APPLICATION WHEN SUBMITTED FOR REVIEW. 

Briefly explain the experimental design and specify all animal procedures.  This description should
allow the IACUC to understand the experimental course of an animal from its entry into the

experiment to the endpoint of the study.  Use the format shown on the Sample Flow Chart for

Item F as a guide.  

G.  RATIONALE, LITERATURE REVIEW, AND HOUSING/CAGING  

RATIONALE

1.  State rationale for the use of animals (as opposed to computer models, tissue culture, invertebrates, or microbes):

2.  State rationale for the selected species:

3.  State rationale for the numbers of animals to be used (statistical power analysis would be ideal):

LITERATURE REVIEW

Based on your professional knowledge of the literature, does this project duplicate previous research?

YES  (  )     NO  (   )      If YES, please append an explanation and justification for the duplication.
HOUSING/CAGING
	     HOUSING GUIDELINES.  Animals should be housed in the primary animal facilities or an approved satellite location.  The Facility Manager must certify that the identified facility has the resource capability to support the animals.  If housing will be needed outside of the approved PVAMU animal facilities for 12-24 hours or longer, You MUST complete FORM 2:  SPECIAL HOUSING, CAGING, HUSBANDRY, including HUNGER/THIRST.  


1.  HOUSING LOCATION - In which facility will animals be housed (check all that apply)?   

a.  New Science Building (  )


b. Swine Center (  )

c. Poultry Center (  ) 



d.  Int(l Goat Research Center (  )     

e.  University Farm Pasture (  )


f.  Jones Research Center (CARC) (  )

g.  Approved Satellite (   ), Specify:

Name of Contact Person:



Telephone #:


NOTE:  Written Authorization Must be Attached.
Physical Location - Building:




Room:

Period of Time (Give Start and End Dates): 

2.  HOUSING ACCOMMODATION CHARACTERISTICS:

Non-conventional light cycle (  )

Non-conventional environmental temperature  (  )  
If non-conventional, please describe.

Biohazard room (  )


Other (  ) If OTHER, please describe.

a)  Will biohazard/radioactivity/recombinant DNA be used in animals to be housed?


YES  (  )      NO  (  )

If YES, Specify hazardous agent(s) within each category.

BIOHAZARD  (  )       RADIOACTIVITY  (  )      RECOMBINANT DNA  (  )


NOTE: If hazardous agents or others noted above are used, please provide additional information as requested on FORM 2-A.
b)  Location(s) where manipulation will be conducted if different from location noted in Item #1 above.

Building






Room

c)   Will animals be moved outside the housing facility specified in #1above? 

(    ) YES

(    ) NO

If YES, state the location: Building:



Room:

d)  Will animals be outside the animal facilities for more than 12 hours at any one time?


YES  (  )      NO  (  )

If YES, You MUST complete FORM 2: SPECIAL HOUSING, etc. 

e)  Will animals be outside the animal facilities for more than 24 hours at any one time?    

YES  (   )      NO  (   )

If YES, You MUST complete FORM 2: SPECIAL HOUSING, etc. 
3.  CAGING
SPECIFY THE TYPE OF CAGING:


Metabolism cage  (  )      Microisolator  (  )        Other  (  ) If OTHER, please describe:

4.  SPECIAL HUSBANDRY

a)  FOOD:  Will the animals be provided a non-conventional diet?     YES  (  )      NO  (  )


If YES, please describe the diet and note whether it is nutritionally balanced.  If unbalanced, describe the effects the diet might have on the animal:  

b)  WATER:  Will the animals be provided fluids other than water?      YES  (  )      NO  (  ) 

If YES, please describe the fluid and note whether it will cause any adverse effects on the 
animals:

c)  FOOD OR WATER RESTRICTION.  NOTE:  It is highly recommended that positive reinforcement with preferred fluid or food be used rather than restriction.  If restriction must be incorporated, the least amount to achieve the scientific objective should be used.  

d)  Will the animals be restricted from a normal food and/or water intake?      YES  (  )      NO  (  )

If YES, indicate which type of restriction and state how and why the food and/or water will be 
restricted and the scientific justification.  

Describe the degree of restriction in the percent (%) of the ad libitum or normal daily intake or as a

percentage change in an animal(s body weight.  

Describe the program for monitoring the physiologic and behavioral well-being of those animals on restriction and the criteria for temporary or permanent removal of an animal from the experimental protocol.  If behavioral testing, You MUST complete FORM 5:  BEHAVIORAL TESTING OR 
BREEDING. 
DIRECTIONS: Utilize Forms 2-10, as applicable to provide the information needed for the IACUC review.  For easy reference and as a checklist, place a checkmark in the (Required Form Column( and attach each form as applicable.  

SAMPLE FLOW CHART FOR ITEM F:

Provide a flow chart or detailed description of what is planned for these animals from start to finish of
this experiment.  The flow chart should indicate: 

the number of test and control groups, 

the number of animals in each group, 

the sequence of the experimental manipulations in each group 

the time between each manipulation.  
What will happen to the animals after experiment (euthanasia, return to herd, transferred or sold).
Using this basic format, append additional pages as needed.  

EXAMPLE 1:  Effect of Post-surgical Radiation on the Bowel 
Group 1:

96 mice  (8 animals/test groupX6 different doses of radiationX2 sites of int. adhesions = 96)

Day 1

Surgery to create adhesions, and radiation to the abdomen under pentobarbital anesthesia.

Day 1-100 

Monitored daily for clinical signs of intestinal obstruction and/or radiation disease.  Moribund animals or animals in pain will be euthanized immediately.

Day 100

Euthanized and tissues taken for assessment. 

Group 2: 

96 mice (8 animals/test group X 6 different doses x 2 sites of int. adhesions = 96 animals) 

Day 1

Radiation to abdomen, under anesthesia.

Day 1-100

Monitored daily for clinical signs of radiation disease. Moribund animals or animals in pain will be euthanized.

Day 100

Euthanized and tissues taken for assessment. 

Group 3: 

16 mice (8 animals/test group X 2 sites of int. adhesions = 16 animals)

Day 1

Surgery to create adhesions, under anesthesia.

Day 1-100

Monitored daily for clinical signs of intestinal obstruction.  Moribund animals or animals in pain will be euthanized.

Day 100

Euthanized and tissues taken for assessment. 

NOTE:  This investigator would also complete FORM 10:  EUTHANASIA; ANESTHESIA/ANALGESIA; FORM 9:  SURGERY OR MAJOR PROCEDURE; FORM 3:  PAIN/DISTRESS/DISCOMFORT; and FORM 4: PHYSICAL RESTRAINT.

EXAMPLE 2:  Growth of Hybridomas 

Group 1:

10 animals/monoclonal antibody, up to 12 antibodies per year (120 mice/year)

Day 1
I
nject mineral oil

Day 7-10

Inject hybridoma cells

Day 10-14

Fluid extraction from peritoneal cavity

Day 14-18  
Euthanized after second extraction 

NOTE: This investigator would also complete FORM 10:  EUTHANSIA; FORM 6: FLUID EXTRACTION FROM A LIVE ANIMAL; FORM 7: EXOGENOUS SUBSTANCE ADMINISTRATION; and FORM 3: PAIN/ DISTRESS/DISCOMFORT.
	
APPLICATION ADDENDUM FORMS CHECKLIST 
	
REQUIRED FORM ATTACHED

	     FORM 1:  PERSONNEL QUALIFICATIONS FLOW CHART
	

	     FORM 2:  SPECIAL HOUSING, CAGING, HUSBANDRY including  MINOR HUNGER/THIRST (Include food or water deprivation, noxious stimuli, environmental stress and animal identification methods, e.g., ear tags, tattoos, collar, cage card, implant, etc.)
	

	     FORM 3:  PAIN /DISTRESS/DISCOMFORT (Include food or water deprivation, noxious stimuli, environmental stress and procedures to monitor and minimize distress, if more than momentary.  If study is a USDA Classification E, indicate any non-pharmaceutical methods to minimize pain and distress.)
	

	     FORM 4:  PHYSICAL RESTRAINT (Methods of restraint, more than momentary, e.g., chairs, collars, vests, harnesses, slings, etc.  Include how animals are restrained for routine procedures like blood withdrawals.  Prolonged restraint must be justified with appropriate oversight to ensure it is minimally distressing.  Describe any sedation, acclimation or training to be utilized.)
	

	     FORM 5:  BEHAVIORAL TESTING OR BREEDING (Include behavioral abnormalities, clinical symptomatology.)
	

	     FORM 6:  FLUID EXTRACTION FROM A LIVE ANIMAL

     (Blood withdrawal - volume, frequency, withdrawal sites, and methodology)
	

	     FORM 7:  EXOGENOUS SUBSTANCE ADMINISTRATION (Include experimental endpoint criteria, e.g., tumor size, percentage of body weight gain or loss, inability to eat or drink, and signs of toxicity when administering tumor cells, biologics, infectious agents, radiation or toxic chemicals.)
	

	     FORM 8:  ANESTHESIA/ANALGESIA, MUSCLE-PARALYZING AGENTS

      including REFERENCE CHARTS (Experimental injections or inoculations of substances, e.g., infectious agents, adjuvants, etc.; dose, sites, volume, route, and schedules)
	

	     FORM 9:  SURGERY OR MAJOR PROCEDURES

     (Provide details of survival and non-survival surgical procedures)
	

	     FORM 10:  EUTHANASIA or DEATH (Include plan for veterinary care in case of animal illness, e.g., initiate treatment, call investigator prior to initiating treatment, euthanize.  Death as an endpoint must always be scientifically justified.) 
	

	     NOTE:  UNCOMMON PROCEDURES.  If procedures are required that have not been addressed or adequately described elsewhere - append additional pages with description(s).  Might include survival studies, tail biopsies, etc.
	


FORM 1:  PERSONNEL QUALIFICATIONS FLOW CHART                           

DIRECTIONS:  State who will perform experimental manipulations on animals, their degrees and training/experience with these manipulations and this animal species.  If they will receive further training (institutional course, one-on-one, etc.), please state such.  Indicate specific individuals when known.  When only position is known, provide minimal requirements for stated position.  SEE EXAMPLES.  

PERSONNEL QUALIFICATIONS FLOW CHART
	    NAME
	    DEGREE/EXPERIENCE
	    REQUIRED TRAINING

	
	
	

	
	
	

	
	
	

	
	
	


TRAINING GUIDELINES:  All personnel handling animals must participate in the institutional courses pertinent to this protocol.  Courses are offered fall/winter/summer in mouse, rat, rabbit and non-human primate research methodology and rodent aseptic surgical techniques.  Audio/tape presentations are available on rat, mouse, hamster, guinea pig, rabbit, and non-human primate research methodology.  Call Marcia Shelton @ 936.261.1588 for additional information.
FORM 1:  EXAMPLE - PERSONNEL QUALIFICATIONS FLOW CHART 

	     NAME
	     DEGREE/EXPERIENCE 
	     REQUIRED TRAINING 

	     Joe Smith, PI 


	      M.D. and 2 years of experience with handling and injecting rabbits


	     Required: 1) Training in rabbit anesthesia via the institutional Rabbit Research Methodology course; 2) Completion of the Introductory Rabbit Research Methodology institutional course; 3) Short course on the Techniques of minor surgery via the institutional veterinarian. 

	     John Doe, Co-PI 
	     Ph.D. and 4 years experience with mouse monoclonal antibody production
	     Required: 1) Introductory Rabbit Research Methodology  institutional course.

	     Jane Brown, Research Assistant
	     B.S. and 4 years of experience with mice restraint and injections. Completed the Introductory Rabbit Research Methodology and the Mouse Research Methodology institutional courses.
	     Required: Training from the investigator on appropriate techniques for monoclonal antibody production. 

	     Research Assistant (to be named)
	     High School and 60 + hours in College completed.  
	     Required: Training from the investigator on handling, injecting and anesthetizing rabbits.




FORM 2:  SPECIAL HOUSING, CAGING, HUSBANDRY including MINOR HUNGER/THIRST   

	     HOUSING GUIDELINES:   Animals can only be housed in the primary animal facilities or approved satellites.  If you need to house animals for greater than 24 hours in facilities that have not been approved, contact the veterinary staff @ 936.857.3926.


A.  SPECIAL HOUSING
HOUSING WILL BE NEEDED OUTSIDE OF THE APPROVED PVAMU ANIMAL FACILITIES FOR 12 - 24 HOURS OR LONGER:

LOCATION: Room:               Building:                                   Period of time:

Justification:

HOUSING CHARACTERISTICS
Non-conventional light cycle (    )                     Non-conventional environmental temperature  (  )

If non-coventional, please describe.

Biohazard room  (  )                                         Other  (   )  If OTHER, please describe. 

a)  Will biohazard/radioactivity/recombinant DNA be used in animals to be housed?

YES  (   )               NO (    )

If YES, Specify each hazarddous agent (s). 

BIOHAZARD  (  )       RADIOACTIVITY  (  )      RECOMBINANT DNA  (  )

NOTE: If hazardous agents or others noted above are used, please provide additional information as requested on FORM 2-A.
Animals will be housed outside an approved PVAMU facility for 12 - 24 hours at the following location(s).     

Physical Location - City:                                                                 State:

Building:                                                                       Room:

Name of Contact Person:                                                              Telephone #:

NOTE:  Written Authorization from the Facility Manager must be attached.  

ANIMAL PROTOCOL APPLICATION - FORM 2

If animals are to be moved from this designated facility for 12 - 24 hours or longer, please state all other locations.   

Building:Room:Duration:

SPECIAL CAGING
TYPE:Metabolism cage  (  )      Microisolator  (  )        Other  (  )      If OTHER, please describe:

SPECIAL HUSBANDRY.  NOTE:  It is highly recommended that positive reinforcement with preferred fluid or food be used rather than restriction.  If restriction must be incorporated, the least amount to achieve the scientific objective should be used.
FOOD:  Will the animals be provided a non-conventional diet?     YES  (  )      NO  (  )

If YES, please describe the diet and note whether it is nutritionally balanced.  If unbalanced, describe the effects the diet might have on the animal:  

WATER:  Will the animals be provided fluids other than water?      YES  (  )      NO  (  ) 

If YES, please describe the fluid and note whether it will cause any adverse effects on the 

animals:

FOOD OR WATER RESTRICTION:  Will the animals be restricted from a normal food and/or water intake?      YES  (  )      NO  (  )

If YES, indicate which type of restriction and state how and why the food and/or water will be restricted and the scientific justification.  

Describe the degree of restriction in  % of the ad libitum or normal daily intake or as a percentage change in an animal(s body weight.  

Describe the program for monitoring the physiologic and behavioral well-being of those animals on restriction and the criteria for temporary or permanent removal of an animal from the experimental protocol (If behavioral testing, please complete FORM 5:  BEHAVIORAL TESTING OR BREEDING.

ANIMAL PROTOCOL APPLICATION

FORM 2-A: 
HAZARDOUS AGENTS
Use of hazardous agents requires the approval of the Institutional Biosafety Office/Committee.  Attach documentation of approval for the use of recombinant DNA or potential human pathogens. 

	     Hazardous Agent
	     Yes
	     No
	     Agent
	     Date of Biosafety Approval
	     Tracking #

	     Radionuclides
	
	
	
	
	

	     Biological Agents
	
	
	
	
	

	     Hazardous Chemicals or Drugs
	
	
	
	
	

	    Recombinant DNA
	
	
	
	
	


Study Conducted at Animal Biosafety Level: _____1 _____2 _____3 _____4

Describe the practices and procedures required for the safe handling and disposal of contaminated animals and material associated with this study.  Also describe methods for removal of radioactive waste and, if applicable, the monitoring of radioactivity.

BIOLOGICAL MATERIAL/ANIMAL PRODUCTS FOR USE IN ANIMALS (e.g., cell lines, antiserum, etc.)

1.  Specify Material:       

2.  Source:      Material Sterile or Attenuated: _____ YES     _____ NO

If derived from rodents, has the material been MAP/RAP/HAP tested?

[MAP - Mouse Antibody Production; RAP - Rat Antibody Production; HAP - Hamster Antibody Production]

     _____YES (Attach copy of results)     _____ NO

3.  I certify that the MAP/RAP/HAP tested materials to be used have not been passed through rodent species outside of the animal facility in question and/or the material is derived from the original MAP tested sample.  To the best of my knowledge the material remains uncontaminated with rodent pathogens.

_________ Initial of Principal Investigator

TRANSGENIC AND KNOCKOUT ANIMALS
Describe any phenotypic consequences of the genetic manipulations to the animals.  

Describe any special care or monitoring that the animals will require. 

ANIMAL PROTOCOL APPLICATION

FORM 3:  PAIN, DISTRESS, DISCOMFORT  
FORM 3 is required for ALL PROTOCOLS THAT INVOLVE SURGERY (SURVIVAL OR NONSURVIVAL) OR ANY OTHER MANIPULATION THAT HAS THE POTENTIAL FOR CAUSING MORE THAN MOMENTARY PAIN, DISTRESS OR DISCOMFORT IN AN ANIMAL.  
*THE VETERINARY STAFF MUST BE INVOLVED IN ANY PROCEDURE THAT MIGHT CAUSE PAIN, DISTRESS OR DISCOMFORT AND CONSULTED REGARDING THE APPROPRIATE MEANS FOR ALLEVIATING THE ADVERSE EFFECTS.  CONTACT THE VETERINARY STAFF AT 936.857.3926.
	    PAIN/DISTRESS/DISCOMFORT GUIDELINES
     Unless scientifically justified, means for alleviating animal pain, distress or discomfort must be instituted. In general, conditions that cause more than momentary pain, distress, or discomfort in humans will have the same adverse effects on animals.  

     Conditions that may cause pain or discomfort include: 1) surgery; 2) excessive inflammation; 3) necrosis; 4) drug or radiation toxicity; 5) noxious stimuli without escape; 6) functional impairments.  Conditions that may cause distress include:  restraint of the unadapted animal, restraint for more than 4-8 hours, abnormal diet or environment, aversive conditioning.

	     SIGNS OF PAIN, DISTRESS OR DISCOMFORT
     Respiration is labored/increased frequency;           Reduced food/water intake; 

     Increased salivation;                                                Reluctance to move;  

     Lameness;                                                               Hunched back; 

     Ruffled or stained hair;                                            Change in temperament;  

     Vocalization when handled;                                     Isolated from cage mates/faces back of cage;  

     Discharge from eyes and nose;                               Eyes glazed;  Pupils dilated; or Eyelids partly closed.


PAIN OR DISTRESS CLASSIFICATION

	     Species

     (Common name)
	     USDA Classification*

B, C, D or E
	     Number of animals used each year 
	      3 year total number of animals

	
	
	     Year 1
	     Year 2
	     Year 3
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	     Total number of animals (should equal total from Section B):
	


ANIMAL PROTOCOL APPLICATION - FORM 3

NOTE REGARDING CLASSIFICATION E: An explanation of the procedures producing pain or distress in these animals and the justification for not using appropriate anesthetic, analgesic or tranquilizing drugs must be provided on FORM 3-A.  The information is required to be reported to the USDA, will be available from USDA under the Freedom of Information Act, and may be publicly available through the Internet via USDA(s website.  

1.  Provide a narrative description of the methods and sources that were used in consideration of alternatives to procedures that may cause more than momentary or slight pain or distress to the animals.  An alternative is any procedure that results in the reduction in the numbers of animals used, refinement of techniques or replacement of animals. 

The minimal narrative should include: 

--the sources or databases searched (i.e. index Medicus, Medline, Current Research Information Service, Animal Welfare Information Center); 

--the date of the search and the years covered by the search; and 

--the key words and/or search strategy used to determine that no alternatives were available to the painful or distressful procedure.

2.  In detail, describe the source of potential pain, distress, and/or discomfort:

3.  In detail, describe all the methods to be used to minimize the pain, distress or discomfort.  This should include the clinical criteria for assessing pain; who will monitor the animal, how often the monitoring will be done, and for how many days:

4.  Will  pain/distress/discomfort relief be withheld for any period of time?       YES  (  )      NO  (  )      

If YES, append a justification, specify the amount of time this will occur, and how the veterinary staff will be involved*.

ANIMAL PROTOCOL APPLICATION - FORM 3

5.  Will the animals experience chronic unrelieved pain/distress/discomfort ?      YES  (  )      NO  (  )     

 If YES, append a detailed description of the clinical criteria for euthanasia of the animals, who will assess the animals, and how often the assessments will be done.

ATTACHMENT 3-A

EXPLANATION FOR USDA CLASSIFICATION E 

(This report is required to accompany USDA FORM 7023 to support any 

USDA Classification E listings.)

Name of Investigator:

Animal Study Proposal Title:

Species and number of animals listed in Classification E for each year. 

Species: 

Number of Animals: 

     Year 1 _____     Year 2 _____     Year 3 _____     Total: _____

Description of project including reason(s) for species selection:

Provide a scientific justification to explain why the use of anesthetics, analgesics, sedatives or tranquilizers during and/or following painful or distressing procedures is contra-indicted:

Signature of Investigator: 

Date:

Signature of IACUC Chair:

Date:

ANIMAL PROTOCOL APPLICATION - FORM 3 BACKGROUND INFORMATION

USDA(s PAIN AND DISTRESS Classifications and Examples

Classification B: Animals being bred, conditioned, or held for use in teaching, testing, experiments, research, or surgery, but not yet used for such purposes. 

Examples:

Breeding colonies of any animal species (USDA does not require listing of rats, mice, birds) that are held in legal sized caging and handled in accordance with the Guide and other applicable regulations.  Breeding colony includes parents and offspring.

Newly acquired animals that are held in proper caging and handled in accordance with applicable regulations. 

Animals held under proper captive conditions or wild animals that are being observed. 

Classification C: Animals upon which teaching, research, experiments, or tests will be conducted involving pain, distress, or use of pain-relieving drugs. 

Examples:

Procedures performed correctly by trained personnel such as the administration of electrolytes/fluids, administration of oral medication, blood collection from a common peripheral vein per standard veterinary practice (dog cephalic, cat jugular) or catheterization of same, standard radiography, parenteral injections of non-irritating substances. 

Euthanasia performed in accordance with the recommendations of the most recent AVMA Panel on Euthanasia, utilizing procedures that produce rapid unconsciousness and subsequent humane death. 

Manual restraint that is no longer than would be required for a simple exam; short period of chair restraint for an adapted nonhuman primate.

Classification D: Animals upon which experiments, teaching, research, surgery, or tests will be conducted involving accompanying pain or distress to the animals and for which appropriate anesthetic, analgesic, or tranquilizing drugs will be used.

Examples:

Surgical procedures conducted by trained personnel in accordance with standard veterinary practice such as biopsies, gonadectomy, exposure of blood vessels, chronic catheter implantation, laparotomy or laparoscopy. 

Blood collection by more invasive routes such as intracardiac or periorbital collection from species without a true orbital sinus such as rats and guinea pigs. 

Administration of drugs, chemicals, toxins, or organisms that would be expected to produce pain or distress but which will be alleviated by analgesics. 

Classification E: Animals upon which teaching, experiments, research, surgery, or tests will be conducted involving accompanying pain or distress to the animals and for which the use of appropriate 

ANIMAL PROTOCOL APPLICATION - FORM 3 BACKGROUND INFORMATION

USDA(s PAIN AND DISTRESS Classifications and Examples
anesthetic, analgesic, or tranquilizing drugs will adversely affect the procedures, results, or interpretation of the teaching, research, experiments, surgery, or tests. 

Examples:

Procedures producing pain or distress unrelieved by analgesics such as toxicity studies, microbal virulence testing, radiation sickness, and research on stress, shock, or pain. 

Surgical and post-surgical sequella from invasion of body cavities, orthopedic procedures, dentistry or other hard or soft tissue damage that produces unrelieved pain or distress.

Negative conditioning via electric shocks that would cause pain in humans.

Chairing of nonhuman primates not conditioned to the procedure for the time period used. 

ANIMAL PROTOCOL APPLICATION

FORM 4:  PHYSICAL RESTRAINT        

	     RESTRAINT GUIDELINES:  Any cage or device that will not allow the animal to make normal postural adjustments is considered a restraint device.  *Animals can experience stress reactions to prolonged restraint when they have not been properly acclimated.  Acclimation should include introduction of the animal to the restraint device, and gradually increasing the time that they are restrained. Tethering is not considered restraint.  

     **Two hours of physical restraint in rodents may cause gastric ulcers.

     ***Ruminant metabolic cages are not considered restraining unless the animals are kept in the cage for more than 8 hours at any one time.


SMALL ANIMALS

a)  RESTRAINT DEVICE:

Rodent plexiglass restrainer  (  )


Bowman cage  (  )

Rabbit plexiglass or metal restrainer  (  )      
Body sling  (  )

Other  (  )      If OTHER, please describe:

b)  PERIOD OF TIME/ACCLIMATION:

How long will the animal be restrained during a 24-hour period ?                                

If this period of time exceeds 1 hour** please justify and describe how the animal will be ACCLIMATED to this procedure*:

LARGE ANIMALS:
a)  RESTRAINT DEVICE:

Ruminant metabolic cage***  (  )


Primate chair  (  )      

Sling  (  )




Other  (  )      If OTHER, please describe:

b)  PERIOD OF TIME/ACCLIMATION:

How long will the animal be restrained during a 24-hour period ?                                

If this period of time exceeds 8 hour** please justify and describe how the animal will be 

ACCLIMATED to this procedure*:

ANIMAL PROTOCOL APPLICATION

FORM 5:  BEHAVIOR TESTING OR BREEDING    

A.  BEHAVIORAL TESTING
1.  Describe, in detail, any behavioral test the animal will undergo and give the purpose for each test.  (If the testing requires restraint of the animal, FORM 4:  PHYSICAL RESTRAINT, must also be completed.) 

2.  Will the testing require positive or negative reinforcement?
[ ] YES
     [  ]  NO


If yes, describe, and in the case of negative reinforcement, please justify.  

NOTE:  If the negative reinforcement involves Pain/Distress/Discomfort, FORM 3 must be completed.  

If water or food restriction will be used, FORM 2, SPECIAL HOUSING, CAGING,HUSBANDRY, including MINOR HUNGER/THIRST, must also be completed. :

B.  BREEDING

1.  Describe the breeding scheme and how  the breeding pairs will be selected.  

State who will be responsible for the breeding.

2.  At what age will the offspring be weaned and who will be responsible for the weaning?

ANIMAL PROTOCOL APPLICATION - FORM 5

3.  In outbred strains, describe the recordkeeping and genetic management techniques employed to ensure genetic variability.  

In inbred or transgenic strains, describe the recordkeeping and genetic monitoring used to verify zygosity.

NOTE:  If a skin biopsy is done, FORM 8:  ANESTHESIA/ANALGESIA/MUSCLE-PARALYZING AGENTS  and FORM 9: SURGERY OR MAJOR PROCEDURES must be completed.

RODENT BREEDERS ARE REQUIRED TO KEEP A LOG OF ANIMALS WEANED.  In order to be able to document the number of animals produced in this protocol, the investigator must maintain a log of the number of offsprings weaned during any one month.  The Monthly Log of Rodents Produced is available from the Regulatory Compliance Officer (Anderson Hall, Room 310).  The completed monthly Log should be submitted to the Compliance Officer by the 2nd week of the following month.

ANIMAL PROTOCOL APPLICATION

FORM 6:  FLUID EXTRACTION FROM A LIVE ANIMAL        

NOTE:  BLOOD, URINE, ASCITIC FLUID, CSF, JOINT FLUID.  (Do not complete this form if fluids will be extracted from an anesthetized animal that will not regain consciousness.
	    GUIDELINES FOR FLUID EXTRACTION FROM A LIVE ANIMAL:  Safe blood sample volumes, a  maximum of 7.5% of the Total Blood Volume on repeated weekly draws or 15% of the Total Blood Volume on a single occasion.  Administering saline intravenously  to replace the lost blood volume will minimize adverse effects.

     Estimated Total Blood Volumes of Animals (mls./kg. bodyweight)

rat -  -  -  -  -  -
64 ml/kg
rhesus  -  -  -  -- 75 ml/kg
mouse  -  -  -  78 ml/kg

dog  -  -  -  -  -  -
86 ml/kg
guinea pig  - 
 75 ml/kg
cat  - -  -  -  -  -75 ml/kg

rabbit  -  -  -  -
56 ml/kg
pig  -  -  -  -  -  -  -65 ml/kg
sheep  -  -  -  -60 ml/kg

1)  Withdrawal of Blood by Cardiac Puncture -  must be performed by trained personnel on animals that have been anesthetized.

2)  Rodent Retro-orbital Bleeding -  requires anesthesia. Sterile plastic tubing, cut on a bevel, is recommended.  Glass tubing, if used, should have polished ends.

3)  Ascites/Hybridoma - hybridoma plus ascitic fluid should not become greater than 10% of body weight.  Animals should be closely monitored and euthanized if they become ill.  One or two harvests prior to euthanasia is strongly encouraged.  Any priming agent should be listed.

     FORM 2: PAIN/ DISTRESS/DISCOMFORT must be completed.  


FLUID EXTRACTION:

1.
Fluid to be extracted: 

Frequency:
Volume:                                                                                          








Method of collection (equipment,site and restraint):                                                                              







 2.
Fluid to be extracted: 

Frequency:
Volume:                                                                                          








Method of collection (equipment,site and restraint): 

3.
Fluid to be extracted: 

Frequency:
Volume:                                                                                          








Method of collection (equipment,site and restraint): 

ANIMAL PROTOCOL APPLICATION

FORM 7:  EXOGENOUS SUBSTANCE ADMINISTRATION  

SUBSTANCES TO BE ADMINISTERED:  (includes tumors, cells, antigens, drugs, toxins, chemicals):

1.  Substance:


Route of Administration:

Dose:


Frequency:

Expected effect:  

Possible complications or adverse side effects:

2.  Substance:


Route of Administration:

Dose:


Frequency:

Expected effect:  

Possible complications or adverse side effects:

3.  Substance:


Route of Administration:

Dose:


Frequency:

Expected effect:  

Possible complications or adverse side effects:


4.  Substance:


Route of Administration:

Dose:


Frequency:

Expected effect:  

Possible complications or adverse side effects:

ANIMAL PROTOCOL APPLICATION - FORM 7

TUMORS - Tumor Burdens should not be greater than 10% of the bodyweight unless scientifically justified.  Animals must be closely monitored.

1.  How rapidly will the tumor grow and how large will it be (in percent body weight) when the animal is euthanized?  

2.  Describe how often the animal will be monitored to ensure that tumor burdens do not exceed 10% body weight?  (If hybridoma, complete FORM 6: FLUID EXTRACTION, for ascites fluid withdrawal, and FORM 3: PAIN/DISTRESS/DISCOMFORT.  If death, other than euthanasia, or a close to death state is the endpoint, please complete FORM 10: EUTHANASIA/DEATH.  

If the tumor size exceeds 10% of the body weight please justify on FORM 3: PAIN/DISTRESS/

DISCOMFORT. 

ANTIGENS:

Will Complete Freund's** be used?
YES  (  )     NO  (  )     

	     GUIDELINES:   **Repeated Injections of Complete Freund's Adjuvant are discouraged.  It is suggested that you explore the use of other adjuvant systems or that you use Incomplete Freund's for subsequent boosters.  Intracardiac Injections must be performed by trained personnel in anesthetized animals. 


If YES, please describe the injection sites, volume of injection, and # of injection sites.  Justify if Complete Freunds will be used more than once.

DRUGS / CHEMICALS / TOXINS:

Will any of the agents used cause the death of any unanesthetized animals?      YES  (  )     NO  (  )     

If Yes, please justify on FORM 10: EUTHANSIA or DEATH.  

ANIMAL PROTOCOL APPLICATION

FORM 8:  ANESTHESIA, ANALGESIA, MUSCLE PARALYZING AGENTS

	     ANESTHESIA GUIDELINES:  Unless scientifically justified, the means for alleviating animal pain, distress or discomfort must be instituted.  In general, conditions that cause more than momentary pain, distress, or discomfort in humans will have the same adverse effects on animals.  

1)  Such conditions that may  cause pain or discomfort  include: surgery, excessive inflammation, necrosis, drug or radiation toxicity, noxious stimuli without escape, functional impairments.  

2)  Such conditions that may cause distress include:  restraint of the unadapted animal, restraint for more than 4-8 hours, abnormal diet or environment.  Signs of inadequate anesthesia  include:  movement associated with a painful stimulus, blinking the eye when the eyelid is touched, pulling the leg away when the toes are pinched.

     TRAINING:  Personnel must be properly trained to administer anesthetics and to monitor the level of anesthesia.  Records must be kept of the anesthetic and dose administered.  Institutional courses are available that cover this research methodology or you may contact your institutional veterinarian for assistance.

      SEE SIGNS OF PAIN/DISTRESS/DISCOMFORT - FORM 3.    

     ANALGESIA SHOULD BE PROVIDED ALL ANIMALS UNDERGOING SURGICAL PROCEDURES.  Methods that can be used include:  infiltration of the incision site and/or regional nerve block with long-acting local anesthetics, and/or systemic analgesics.  By administering analgesics pre-operatively, the agents block or suppress the pain cycle and in many cases, minimize the need for analgesics post-operatively.


A.  ANESTHESIA

1.  If a procedure requiring anesthesia or sedation is described on another form, indicate the number of the form, the procedure discussed, and list the agent, route of administration, and dose (mg/kg) for each anesthetic agent used.  REFERENCE CHART is enclosed for quick guidance. 

Form:

Agent:



Route:


Dose (mg/kg):




Form:

Agent:



Route:


Dose (mg/kg):




Form:

Agent:



Route:


Dose (mg/kg):




Form:

Agent:



Route:


Dose (mg/kg):




2.  Anesthesia will be administered and monitored by:  [  ]  Investigator    [  ]  Investigative staff   [  ] Other, Specify 

3.  Will chemical grade reagents be used for preparing anesthetic solutions?    [  ]  Yes     [  ]  No  

If yes, please append the following information:   

a)  detailed description of the methods used to insure sterility and stability (cite published 


methods, if available).  

b)  justification for using the chemical grade reagent if the anesthetic or it(s 



components are available in a medical grade commercial formulation.

ANIMAL PROTOCOL APPLICATION - FORM 8

B.  MUSCLE PARALYZING AGENTS:

1.  Muscle paralyzing agents must only be used in animals that are anesthetized.  If a muscle paralyzing agent is required, list the agent, route of administration and dose:

Agent:



Route:


Dose (mg/kg):




2.  Describe the methods to be used to ensure that an adequate level of anesthesia is maintained during paralysis:

C.  ANALGESIA - TRANQUILIZATION:

1.  If a procedure requiring analgesia, sedation or tranquilization is described on another form, indicate on which page or form the procedure is discussed and list the agent, route of administration, dose (mg/kg), and frequency (in hours) for each analgesic agent used.  REFERENCE CHART is attached.  

Form:

Agent:

Route:

Dose:

Frequency:



Form:

Agent:

Route:

Dose:

Frequency:


2.  Analgesia will be administered and monitored by:
[  ]  Investigator     [  ]  Investigative staff   

[  ]  Other, Specify

NOTE: If the animals utilized in this study were in Classification D on FORM 3, please describe the tracking and security of controlled drugs (Drug Enforcement Agency requirement).
ANIMAL PROTOCOL APPLICATION

FORM 8:  REFERENCE CHARTS           

	     ANESTHETIC
	        DOSE
	       ROUTE

**
	     NOTE***
	     SPECIES*

	     Halothane/ Isoflurane/ Methoxyflurane
	       TE (to effect)
	      Vaporizer
	      1
	       1 - 10

	     Methoxyflurane

	TE
	     Open-drop
	       1
	       1 - 4

	     Ether
	TE
	     Open-drop
	       1
	       1-4

	     Ketamine/Xylazine
	      200/10 mg/kg
	         IP
	         3
	        1

	     Ketamine/Xylazine
	       40-80/5-10 mg/kg
	         IP
	         3
	       2,4

	     Ketamine/Xylazine
	      100-200/7-10 mg/kg
	        IP
	        3
	        3

	     Ketamine/Xylazine
	       35-50/5-10 mg/kg
	       IM
	       3
	       5

	     Thiopental
	        10-20 mg/kg
	        IV
	       4
	       6,8,10

	     Thiopental
	      6-9 mg/kg
	        IV
	       4
	         9

	     Pentobarbital
	       40 mg/kg
	        IP
	       5
	      1,2,4

	     Pentobarbital
	      45 mg/kg
	        IV
	       5
	        5

	      Pentobarbital
	      20-30 mg/kg
	        IV
	        5
	      6,7,9,10

	     Pentobarbital
	        5-15 mg/kg
	       IV
	       5
	        8

	     SEDATIVES
	      DOSE
	     ROUTE
	      NOTE
	     SPECIES

	     Ketamine/Acepromazine
	      100/2.5 mg/kg
	       IM
	        2
	         1

	     Ketamine/Acepromazine
	      75/2.5 mg/kg
	       IM
	        2
	         2

	     Ketamine/Acepromazine
	      200/10 mg/kg
	       IM
	        2
	         3

	     Ketamine/Acepromazine
	      125/5 mg/kg
	       IM
	       2
	         4

	     Ketamine
	        10 mg/kg
	       IM
	       2
	         8

	     Tiletamine/Zolazepam
	       2-6 mg/kg
	       IM
	       2
	         9

	     Ketamine/Acepromazine
	       4/1 mg/kg
	       IM
	       2
	       10


INDIVIDUALS MUST BE FAMILIAR WITH THESE AGENTS AND THEIR METHOD OF DELIVERY PRIOR TO USING THEM IN A RESEARCH ANIMAL.  FOR MORE INFORMATION, PLEASE CONTACT THE VETERINARY STAFF (936.857.3926). 

ANIMAL PROTOCOL APPLICATION

FORM 8:  REFERENCE CHARTS 
	     LOCAL ANESTHETIC
	     DOSE
	     ROUTE**
	      EFFECT
	      SPECIES*

	     Lidocaine .5%
	      <.5 ml/kg
	      Local Infiltration
	     15-30 mins.
	      1-10

	     Lidocaine 1%
	      <.5 ml/kg
	      Regional nerve block
	       
	       

	      Bupivicaine .25%
	      < 1 ml/kg
	     Local infiltration

     Regional nerve block
	      6-8 hrs.
	      1-10

	      ANALGESIC
	     DOSE
	     ROUTE**
	     EFFECT
	     SPECIES*

	      Buprenorphine
	      2.5 mg/kg
	      SC, IP
	      8-12 hrs.
	       1

	      Buprenorphine
	       .01-.05 mg/kg
	      SC, IP
	      8-12 hrs.
	       2,3,4

	      Buprenorphine
	      .02-.05 mg/kg
	      SC
	      8-12 hrs.
	       5

	      Buprenorphine
	      .01-.02 mg/kg
	      SC, IM
	      8-12 hrs.
	      6,8,9

	      Buprenorphine
	       .005 mg/kg
	        IM
	      8-12 hrs.
	       10

	     Acetominophen/Codeine
	      10-20/2.5-.5 mg/kg
	      PO
	      6 hrs.
	        6

	      Acetominophen
	      15-20 mg/kg
	      PO
	      4 hrs.
	       8

	      Butorphanol
	      .05 - .5 mg.kg
	      SC
	      2-4 hrs.
	         1,2

	      Butorphanol
	      0.2 -0.4 mg/kg
	      SC
	      2-4 hrs.
	      6

	      Butorphanol
	        0.1 - 0.3 mg/kg
	       IM
	      2-4 hrs.
	       9

	      Butorphanol
	      .025 - .05 mg/kg
	      SC, IM
	      4 hrs.
	        8

	      Flunixin ****
	      .5 - 2.2 mg/kg
	      SC, IM
	     12 hrs.
	       6

	      Flunixin
	      .05 - .1 mg/kg
	      SC, IM
	      12 hrs.
	      8



*Species:  1. Mice; 2. Rats;  3. Hamster;  4. Guinea Pig;  5. Rabbit;  6. Dog;  7. Cat;  8. Monkey;  9. Pig;  10. Sheep/Goat.  


For other species, please contact the veterinary staff. 


**Route:  SQ=subcutaneous; IM=intramuscular; IP=intraperitoneal;  IV=intravenous. 


***Notes:
1 - Take precautions not to inhale these anesthetic vapors.  Ether is highly explosive and should be used only in a fume hood. 


2 - This should be used only for restraint or minor surgical procedures. 


3 - This will provide surgical anesthesia of 30 minutes or more. 


4 - This will provide 
surgical anesthesia for 5-10 minutes. 

5 - In smaller animals there is some mortality associated with the use of this drug.  This will provide surgical anesthesia for 30 minutes or more.

**** Due to the potential for causing gastric ulceration, the low dose of flunixin can be given 3 times at 12 hour intervals.  The high dose must be given only once.

ANIMAL PROTOCOL APPLICATION

FORM 9:  SURGERY/MAJOR PROCEDURE  
FORM 9 must be completed for all non-survival and survival surgeries/major procedures.

	     NON-SURVIVAL SURGERY GUIDELINES  

     Non-Survival Surgery - a surgical procedure in which the animal does not regain consciousness.

     Survival Surgery - a surgical procedure in which the animal regains consciousness.

     Major Procedure - any survival procedure, other than surgery, which produces permanent impairment

     of physical or physiological functions. Such procedures would include radiation or rendering an animal diabetic. 


A.  NON-SURVIVAL SURGERY
1.  Briefly describe the procedure:

2.  Location of surgery:   [  ] IGRC Animal facility surgical room


[  ]  Other,Specify Room# & Building

B.  SURVIVAL SURGERY / MAJOR PROCEDURE:
ANIMAL PROTOCOL APPLICATION - FORM 9

	     SURGERY/ MAJOR PROCEDURE GUIDELINES
     Large Animal Surgery - survival surgery must be done in an IACUC approved aseptic surgical facility.  Guidelines are available in the Office of Regulatory Compliance.  Refer to these guidelines for  intra- and post-operative care requirements for rabbits, dogs, cats, monkeys, pigs, sheep.  

     Large Animal or Rodent Non-survival Surgery -  may be done under less strict conditions, but the surgical site should be clipped, the surgeon should wear gloves, and the instruments and surrounding area should be clean.  Intra-operative care and monitoring must be provided all animals undergoing non-survival surgery.

     Rodent Survival Surgery - must be conducted: 

1) in a designated area, not used for other purposes while the surgery is being conducted; 

2) using appropriate aseptic techniques including the use of sterile gloves and instruments.   

     Intra- and post-operative care requirements for rodents  include;

· Intra-operative care -  methods should be employed to support body temperature,  to ensure adequate respiration and tissue perfusion, and to maintain an adequate level of anesthesia (lack of palpebral and toe pinch reflexes).

· Anesthesia recovery  - should include support and monitoring of vital functions as above and level of 
analgesia.

· Clinical recovery - daily monitoring for 3-5 days after surgery.  Animals should be observed for proper intake of fluids and food, signs of pain and infection, and proper activity.  Sutures, staples or wound clips should be removed  when the incision has healed.  Abnormal clinical findings should be reported to the veterinary staff and appropriate care provided.  

     Guidelines are available in the Office of Regulatory Compliance.  For additional information, contact the veterinary staff @ 857.3926. 


1.  Please append a detailed description of the procedure (surgical preparation, location of all incisions, the specific surgical manipulation, types of sutures and patterns, other implantables).  

     Describe any anticipated complications or clinical consequences associated with the procedure, the incidence, and methods used to minimize them.      

2.  Anticipated survival time following the surgery or major procedure:

3.  If there are multiple surgical or major procedures done on a single animal, give the minimal interval between procedures and append a justification.

ANIMAL PROTOCOL APPLICATION - FORM 9

4.  Location of surgery:        
[  ]  IGRC Animal facility surgical room       

[  ]  Other, Specify Room# & Building 

5.  The surgery will be performed by:   [  ]  Investigator     [  ]  Investigative staff      [  ]  Other, Specify

C.  INTRA-OPERATIVE AND POST-OPERATIVE CARE

Intra-operative and post-operative support and monitoring are critical to the animal(s welfare.  

Please answer the following questions as to who will be responsible for this important component of the animal(s care.  If you or your investigative staff will be responsible for any or all of this care, additional information (question #4) is requested.   

1.  Intraoperative period monitoring and support provided by:


[  ]  Investigator / staff

2.  Anesthesia recovery period monitoring and support provided by:   

[  ]  Investigator / staff

3.  Clinical recovery  period monitoring and support provided by:
 

[  ]  Investigator / staff

4.  Please append a detailed description of how the animal will be  monitored  and supported during  those periods that the investigator/staff are responsible.  For guidance, see below.

ANIMAL PROTOCOL APPLICATION 

FORM 10:  EUTHANASIA OR DEATH   

	     EUTHANASIA GUIDELINES - Acceptable methods of euthanasia for various species and sizes of animals are outlined in the Report of the AVMA Panel on Euthanasia (2000).  Copies of the report are available in the Office of Regulatory Compliance.  The Report includes the following recommendations:  

1)  Physical methods of euthanasia should only be used when chemical means are scientifically contraindicated; 2)  Cervical Dislocation - Acceptable for rodents weighing less than 200 gm.  Animals must be sedated or anesthetized unless there is scientific justification provided.  Personnel must be properly trained in the technique; 3)  Decapitation with Guillotine - Shall be preceded by sedation or anesthesia unless scientifically justified; and 4)  Carbon Dioxide - Recommended for rodents. Chamber should be filled with CO2 prior to placing the animal in the chamber.  Dry  ice should not be used as a source of CO2.

     DEATH AS AN ENDPOINT GUIDELINES -  It is preferred that morbidity, rather than mortality, be used as an endpoint.  Animals must be closely monitored and provisions for such indicated in the protocol.  

Veterinary staff must be involved in these types of protocol implementations.

     DEATH OTHER THAN EUTHANASIA - If death, other than euthanasia or moribund states are an experimental endpoint, please explain in detail this portion of the protocol and justify.  

      *NOTE:  The PAIN/DISTRESS/DISCOMFORT, FORM 3 must also be completed.  


EUTHANASIA - State the method(s) of euthanasia: 

1.  Drug/Gas:

Agent:


Route:


Dose (mg/kg):

Agent:


Route:


Dose (mg/kg):




2.   Physical  (mark "X" for all that apply):

(  )Penetrating Captive Bolt (ruminants, horses, swine, laboratory rabbits, dogs)

(  )Cervical dislocation (mice, immature rats)

           
under anesthesia (list agent, route, and dose) 

           
without anesthesia - must be scientifically justified.  

           
Append specific justification.

(  )Decapitation  (rodents)

           
under anesthesia (list agent, route, and dose) 

           
with heads immediately dropped into liquid nitrogen

           
without anesthesia or liquid nitrogen - must be scientifically justified.

           
Append specific justification.

(  )Exsanguination 

           
under  anesthesia (list agent, route, and dose)  

3.  If a chemical agent is used, specify the dosage and route of administration.  If the method(s) of euthanasia include those not recommended by the AVMA Panel Report on Euthanasia, (e.g., decapitation or cervical dislocation without anesthesia), provide scientific justification why such methods must be used.  Indicate the method of carcass disposal if not described on FORM 9.

8

