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TARLETON STATE UNIVERSITY

Research/Teaching Proposals Involving Animal Subjects

Research investigators and class instructors are entrusted with an essential role in assuring the humane care and use of animals. In activities you conduct or that are conducted under your supervision, you have a direct and continuing responsibility to ensure that animals are adequately cared for and used in a humane fashion. Investigators and instructors must ensure that discomfort, pain or injury to the animals is avoided or minimized, consistent with sound experimental/teaching design; that no more animals are used than are necessary to reach sound scientific conclusions or to teach the class; and that, when appropriate, animals are painlessly sacrificed in accordance with methods of euthanasia approved by the Panel on Euthanasia of the American Veterinary Medical Association.  Forms and requirements for approval by the Institutional Biosafety Committee (IBC) can be accessed on the Tarleton Research website.

Please check below if your research/teaching protocol involves any of the following:
     
Decapitation or cervical dislocation without anesthesia [Provide rationale in Section II.E]

     
Death (without appropriate euthanasia) as an experimental endpoint [Complete Section III.D.4]

     
More than momentary pain and distress not relieved by anesthesia and/or analgesics

     
Surgery [Complete Attachment 1: Surgical Procedures]
__​
Multiple major survival surgery [Provide rationale in Attachment 1]
     
Use of adjuvants or antibody production [Complete Attachment 2: Antibody Production]
     
Use of hazardous chemicals (including chemical carcinogens) or radioactive materials [Complete Attachment 3 for each]     
     
Use of recombinant DNA or genetically altered materials [Provide IBC Approval]



       
Use of agents infectious for personnel [Provide IBC Approval]

___  
Use of a select agent or biological toxin [See Appendix 2 of IBC permit form for list]

     
Use of non-commercial genetically modified animals [Provide IBC Approval]
     
Captured wild animals or field studies [Complete Attachment 4: Field Studies]
Complete the Information Below
Investigator/Instructor Name:


  



Department:




T-Box:     

Project/Class Title:     

Is this Animal Use Protocol (AUP) intended for continued work on a funded grant?  (i.e.  AUP was approved before grant?)

____No 

____Yes (Previous AUP #_______________)

Is this AUP intended to replace another approved AUP? 

____No

       Yes (Replaced AUP #________________)
[image: image1.wmf]FOR COMMITTEE ACTION ONLY

Animal usage (pertains to project design, not to species):


______Experiments involving food or fiber research or production (IAACUC)

______Experiments of a biomedical nature (IACUC)

______Client-Owned Animals (CVM CRRC)

______Experiment Station (PHS or USDA Regulated Species, IACUC)

Pain Stress Category Assigned:
I
II
III
IV

USDA Category Assigned:
N/A
C
D
E
______ Returned for modification

______ Approved by IACUC Date: ________   Signature: ___________________________________

INVESTIGATOR’S/INSTRUCTOR’S ASSURANCE

Tarleton recognizes the importance of the use of animals in its research, teaching, and testing programs, and is committed to maintaining high standards for the care and use of animals in research, teaching, and testing. Tarleton has adopted the “U.S. Government’s Principles for the Utilization and Care of Vertebrate Animals Used in Testing, Research and Training” and complies with all applicable portions of the Animal Welfare Act, the Public Health Service Policy for the Humane Care and Use of Laboratory Animals, and all other federal, state, and local laws which impact the care and use of animals.  Tarleton investigators, teachers, staff, and students accept responsibility for determining that research, teaching, and testing involving the use of animals fulfills these principles, policies, and regulations. To assure compliance:

· APPROVAL OF AUPS Approval of an Animal Use Protocol (AUP), by the appropriate Institutional Animal Care and Use Committee, is required for all vertebrate animal use.  All vertebrate animals must be covered by an active AUP, even after termination of a project.

· DURATION OF APPROVAL AUPs are approved for a three-year period and require two annual reviews.  The first annual and second annual reviews are due on the anniversary of the date the IACUC approved the protocol.  A new AUP approval is required for continuation beyond the three-year period.

· AMENDMENTS TO AUPS Any proposed change in personnel, species usage, animal procedures, anesthesia, post-operative care, or biohazard procedures to the animal portion of a study must be reported in writing to the IACUC for approval.  Committee approval of the proposed amendment is required prior to proceeding with the revised animal procedures.

· INFECTIOUS BIOHAZARDS, RECOMBINANT DNA All animal research projects involving infectious biohazards and   recombinant DNA, including procedures such as introduction of recombinant organisms into animals and generation of transgenic or knockout animals, must be registered and approved by the Tarleton Institutional Biosafety Committee (IBC).

· TRAINING OF PERSONNEL All personnel working with animals, from the animal care staff to the persons doing the experiments/teaching must be qualified by training and/or experience to do so.  Such training and/or experience should be documented in the AUP.  All personnel working with animals must be informed of the TAMU Occupational Health and Safety Program for Animal Care and Use Facilities, and have the opportunity to participate fully in the program.

· PROGRAM EVALUATIONS All approved animal housing locations will be inspected twice annually. Unannounced inspections and observations of animal quarters and/or experimental or teaching procedures may be performed by the attending veterinary staff. Where procedures are causing severe distress to an animal and the pain cannot be relieved, veterinarians are authorized to humanely destroy that animal. Institutional Veterinarians will make a concerted effort to discuss these situations with investigators/instructors prior to initiating such action. The Committee is authorized to suspend research/teaching which does not conform to approved procedures outlined in the AUP.

Signature certifies that the Principal Investigator/Instructor:
1. Understands the requirements of the Public Health Service Policy for the Humane Care and Use of Laboratory Animals, applicable portions of the Animal Welfare Regulations (Animal Welfare Act), and the Institution's policies governing the use of vertebrate animals for research, testing, teaching, or demonstration purposes.  

2. Will conduct the project/course in full compliance with the aforementioned requirements.

3. Will assure that personnel are appropriately trained and will conduct all procedures as described in this AUP.

4. Assures that this AUP accurately reflects the research/teaching described in any accompanying grant proposal.

5. Assures that the proposed work does not unnecessarily duplicate previous experiments.

6. Understands that work with animals is limited specifically to what is approved in this document.

  Typed Name of Investigator/Instructor           
Signature of Principal Investigator/Instructor       Date














  Typed Name of Graduate Student (If applicable)  
 Signature of Graduate Student
                   Date

INVESTIGATORS MAY DESIGNATE UP TO BUT NO MORE THAN TWO PERSONS TO ACT ON THEIR BEHALF TO REVISE AND AMEND PROTOCOLS AND SUBMIT TRANSFERS AND ANNUAL REVIEWS.  THE INVESTIGATOR REMAINS SOLELY RESPONSIBLE FOR THE CONTENT OF THE AUP AND THE CONDUCT OF THE ANIMAL WORK.  

Designee name(s):

________________________________________________________________________

________________________________________________________________________

Certification of ALL Participants in Research/Teaching Procedures
(Anyone whose name appears in the AUP)


  Signature certifies that the participant:

             1.  Understands the requirements of the Public Health Service Policy for the Humane Care and Use of 

                  Laboratory Animals, applicable portions of the Animal Welfare Regulations (Animal Welfare Act), 

            and the Institution’s policies governing the use of vertebrate animals for research, testing, teaching 
                  and for demonstration purposes.

2.  Will conduct the project/class in full compliance with the aforementioned requirements.

3.  Understands his/her role in the AUP, agrees to perform it and assures that he/she has the 

      appropriate skills to do so.

4.   Further understands that work with animals is limited specifically to what is approved in this 

     document.

Typed Name of Participant            
Signature



Date

_________________________________________________________________________________

_________________________________________________________________________________

_________________________________________________________________________________

_________________________________________________________________________________

_________________________________________________________________________________

_________________________________________________________________________________

_________________________________________________________________________________

Please add as many lines as necessary.

ANIMAL USE PROTOCOL (AUP)

(For Institutional Review Only)

Instructions to Investigators:  All questions must be answered even if not applicable (N/A). This form must be type written.  PLEASE USE AS MUCH SPACE AS NECESSARY TO COMPLETELY ANSWER EACH QUESTION.  
SECTION I. PROJECT/CLASS IDENTIFICATION

A. Investigator/Instructor Name:      



Dept:



Mail Stop:      

Work Phone:      






Emergency Phone:   


E-mail:

B.
Title of Project/Class:    


Funding Source:  

      (e.g., NIH, USDA, AHA, Teaching, Internal)

C.
Project Animal-Care Contact Person [Who is to be contacted in case of an animal emergency]:


Name:  

Work Phone:      







Emergency Phone:


E-mail:

D.
Abstract:  Please provide a brief statement, in LAY TERMINOLOGY, understandable by someone with a high school education, with no acronyms or scientific jargon, outlining the purpose of the experimental/teaching procedures of this protocol. [Why you are doing this experiment/class and what you propose to learn/teach.]       

E.
Animal Procedures:  These protocols are available to, and may be read by, the lay public.  Describe in narrative form, using LAY TERMINOLOGY, understandable by someone with a high school education, no acronyms or scientific jargon, the experimental procedures and manipulation or teaching protocol that will be performed on the animals (not scientific rationale). [Be brief and specific in describing the animal procedures. However, it is not necessary to go into detail (in this section) regarding surgical procedures—that information should be addressed on the Surgical Procedures Attachment 1.]       

F.
Justify why you chose to use this (these) species in your research/class. [Describe characteristics of the animal model that make it appropriate for use in your studies/teaching*.  Body size, comparative data from prior studies or unique physiological features may be considered in justification of species. Cost alone is not an acceptable justification for selection of the animal model.]      
* If this is a teaching protocol please justify the use of live animals to achieve your teaching objectives.
G.
Experimental Design/Teaching Protocol
1.
Describe the number of animals per experiment/class, including a breakdown within experiments/lessons of animals per treatment condition [Including number of replications and relevant controls.] If the project involves breeding animals, indicate how many breeder stock will be required and how many offspring will be used for the studies.  If the project utilizes a colony or herd which will be maintained for the purpose of supplying animals to other approved protocols, please contact the Chair of the IACUC for information on procedures for documenting colony numbers.

A CHART OR TABLE PROVIDING EXPERIMENTAL TREATMENT/TEACHING LABORATORY AND NUMBER OF ANIMALS PER TREATMENT/TEACHING LABORATORY WILL HELP EXPEDITE REVIEW.    

2.
Explain WHY you chose a certain number of animals per treatment/teaching laboratory condition. [Taking into account known variation of the dependent variable, subject losses, etc. Statements such as “this number is required for statistical significance”, without an indication of how you know this, are not adequate answers. Numbers of animals required to obtain enough tissue to adequately quantify parameters may be important, but PI must supply indicators of expected tissue content and assay parameters.]   The following URL is used for Statistical Calculations:  Number of Animals Needed: 
http://www.stat.uiowa.edu/~Rlenth/Power/index.html.
SECTION II. ANIMAL PROCUREMENT/MAINTENANCE INFORMATION 
A.
List the total number of animals used, by species, for the duration of the project:

	SPECIES

	TOTAL NUMBER FOR DURATION OF AUP

	
	


	
	

	
	


If the project involves breeding animals, please also complete the table below.  These numbers, for the duration of the project, should be included in the overall Total above. 

	SPECIES
	TOTAL NUMBER OF ADULT BREEDERS NEEDED
	ESTIMATED TOTAL NUMBER OF OFFSPRING TO BE PRODUCED

	
	
	

	
	
	


B.
Where will you obtain the animals? [If wild-caught by you, please describe applicable permits, method of capture and evaluation of health risks to personnel.  Please provide a copy of permit approvals (Please contact the chairperson of IACUC if this presents a problem). Complete Field Studies Form, Attachment 4, for wild capture studies.]       
C.
HOUSING (It is the investigators responsibility to assure availability of housing with the facility.)


1.  Where will you house animals? ____________________________________

2.  Is it IACUC approved?

   _____Yes


   _____ No (Please contact the Office of Sponsored Projects at 968-9463 to schedule a facility evaluation.)


3.  Describe any special housing, caging, diet, environment or other requirements necessary for this study/class (example:  grid floors, special diets, food/water deprivation, identification of genetically modified animals).

D.  
Who will provide veterinary medical care for the animals?

E.
What will happen to the animals after you complete the experiment/class?  [If you plan to transfer the animals at the end of your study, please complete an Animal Transfer Form prior to such a transfer. This form is available on the IACUC website. If the animals are to be euthanized, please describe the agent and method employed. Decapitation or cervical dislocation without anesthesia requires written justification below.]

  Animal Transfer:

_____ Internal to another AUP (requires IACUC approval)

_____ External (outside agency, slaughter, adoption, etc.)


If adopting animals to private homes, please provide your laboratory procedures and guidelines.

Transfer to a private destination requires prior approval. Assure appropriate drug withdrawal times if applicable.
Even when euthanasia is not an integral part of the AUP, please provide an adequate protocol for euthanasia in case there is an unexpected event.


Euthanasia (This section must be completed on all AUP’s.  *Exceptions must be clearly explained (e.g. protected species).



Method:     


Agent:     


Dose:        

  

Route:       


Justification of decapitation / cervical dislocation without anesthesia, if employed:    

F.
Name(s) of individuals(s) administering euthanasia. [Note: Only the persons listed below will be authorized to perform the euthanasia procedure.]       

G.
Specify the education, training and experience which qualifies each person named in Section IIF to perform euthanasia.       
SECTION III. ANIMAL PROCEDURES
A.
Where will you conduct animal procedural/teaching work? [List Bldg. and Room # for each procedure to be done]:       

B.
Briefly indicate below any non-surgical procedures to be used. Identify each species involved [If more than one]:

1.
Method & duration of restraint:

2.
Method of obtaining blood or other tissues: [Indicate the technique to be used, the volume to be collected, the frequency of collection, and the interval between collections. Terminal blood collections require use of a suitable anesthetic.]

3.
Agents to be administered (other than anesthetics/adjuvants), including dose, volume, route, & frequency:
4.
Other procedures such as food or water deprivation, administration of noxious stimuli or substances and procedures which might induce clinical illness.

5. Names and qualifications of personnel to perform the specified procedures (Include training and experience in the techniques listed above):       
C.  Anesthesia/Analgesia

1.
If anesthesia is necessary, please describe the agent to be used, dosage and route of administration for each species. [Also indicate any other pre-anesthetic procedures, such as duration of fasting from food and water. Repeat for each species and/or surgical procedure if different.]

Preanesthetic:        
Dosage:       
Route:       


Anesthetic:       

Dosage:       
Route:      


Analgesics:      

Dosage:       
Route:      

2.
Identify each person who will administer/monitor anesthesia and their qualifications.  [Indicate previous experience, education, and specific training for this specie and with this anesthetic agent.   A listing of academic degrees is not an adequate response to this question.  In teaching activities, students under the direct supervision of qualified personnel may be appropriate.]:
D.
Assessment of Pain and Distress

1.
Does the project/class exercise involve the use of painful procedures or paralytic drugs without the benefit of anesthetics or analgesics?
Yes           No ______

IF YES, justify why anesthetics/analgesics are inappropriate for your experiments:       

2. Could the procedures or outcome of this project/class cause more than slight or momentary pain or distress to animal subjects?  Be advised that the USDA has ruled that any surgical procedure has the potential for pain and/or distress.  (For examples of procedures which may cause pain or distress, please see  http://researchcompliance.tamu.edu/iacuc/procedures/items/paindistress)


NO  _____


YES _____ (Complete below)



A. _____ As described in Section III.D.I. any potential pain or distress to these procedures will be relieved through use of anesthetics and analgesics and alternatives to these procedures are not available. COMPLETE THE SECTION ON ALTERNATIVES BELOW


B. _____But as described in Section III.D.I., anesthetics and analgesics are inappropriate for these procedures. Alternatives to these procedures are not available.  COMPLETE THE SECTION ON ALTERNATIVES BELOW
Describe the methods and sources you used to determine that alternatives to these procedures are not available. These might include computerized database searches (BIOSYS, Current Contents, Medline, PubMed, AgriCola).  Be advised that database searches are not the only source of alternatives.        


Databases searched: 


Dates searched (inclusive): 


Keywords: 

A narrative of the results of alternatives search, addressing Refinement (new anesthetics, new analgesics, new surgical techniques, etc.) Reduction (please feel free to include reduction in numbers that have occurred during your career), Replacement (non-animal techniques) and a justification as to why these options were not used is required:

3.
Is there a possibility of any illness in the animals as a result of experimental/teaching procedures? Please include any clinically significant side effects that may occur in genetically modified animals. 

No           Yes ______ if yes answer a-d below:
a. describe those effects and explain at what point and by what objective criteria (such as clinical      condition) the animals may be euthanized or permanently removed from the study/class:    

B.
describe the frequency per day that you or your staff will observe the animals after treatment administration:

C.
describe the monitoring and recording procedures for determining physiological or behavioral abnormalities:     
D.   State what measures will be taken to minimize or alleviate problems associated with experimental/teaching procedures:
4.
Is death (without euthanasia) an endpoint of the study? Yes         No _____ 
IF YES, justify why an earlier end point is not acceptable:

ATTACHMENT 1

SURGICAL PROCEDURE
Instruction to Investigator/Instructor:  Fill out one copy of this page for each different surgical procedure. Please make an entry for each category. Carefully list the personnel names for those who will monitor anesthesia, conduct the surgery and monitor recovery. Only those persons listed below will be authorized to perform these functions. All survival surgical procedures require use of aseptic technique. This includes use of sterile surgical gloves, sterile instruments and aseptic preparation of the surgical field.

A.
Surgical Procedure:  Specify: _____________________________________________
1.
Where will the surgery be performed? [List Bldg, Room #]:

2.
Indicate the nature of the surgical procedure [check one]:


         Non-survival


         Survival


          Multiple Major Survival [Provide justification]:     

3.
Provide a brief description of the surgical procedure [Include relevant details from initial incision to wound closure.]:       

4.
Identify each person who is authorized to perform the surgical procedure. Indicate the qualifications of each person who will conduct the surgical procedure. [Indicate previous experience, education, and specific training for performing the procedure. A listing of academic degrees nor curriculum vitae (CV’s) are an adequate response to this question. Surgical training is available; for information on training, visit the IACUC website, http://researchcompliance.tamu.edu/iacuc/training.  In teaching activities, students under the direct supervision of qualified personnel may be appropriate.]:
B.
Post Operative Care: 
1.
Where will the animals recover from surgery? [List Bldg, Room #]:       

2.
Indicate what post-surgery complications might be anticipated and how they will be managed:       

3.
List the names of the individuals who will monitor post-operative recovery and frequency of observation:       

4.
Describe the post-operative medication(s) to be given. [List each agent, the dosage (e.g. mg/kg), route (e.g. IP) and  the frequency of administration.  If no analgesics are planned, please justify withholding analgesics following any surgical procedure.]:



Analgesics:       



Antibiotics:      




Other:   

ATTACHMENT 2

ANTIBODY PRODUCTION

Instructions to Investigator:  Appropriate use of any adjuvant involves minimization of volume for injection and maintenance of sterility of material to be injected. Please contact a veterinarian if you need more information.  NOTE: USDA has determined that the use of Freund’s complete adjuvant has the potential to cause more than momentary or slight pain or distress.  If you plan to use Freund’s complete, please answer “YES” to question III.D.2. on the AUP and document your search for alternatives.

A.
Describe your immunization protocol. [Please include adjuvant to be used including justification if complete Freund’s is required. The committee discourages the use of Freund’s Adjuvant due to the tendency of Freund’s to contribute to tissue damage. Describe the route, volume, and number of sites for injections as well as time intervals between injections.]:       

B.
Describe route and volume of blood collection and interval between collections. [Note: Volume and frequency of collection must be limited to that which causes no anemia or hypovolemia. If there are questions concerning safe volumes, please contact one of the CMP veterinarians. Exsanguination must be performed under general anesthesia. Bleeding from the orbital sinus of rodents should be performed under anesthesia. Special authorization may be provided to individuals with experience and technical expertise for performance of orbital sinus bleeds without anesthesia.]      

C.
Describe ascites fluid collection procedures. [Note: After inoculation for ascites production, animals should be observed at least 3 times per week the first week and daily thereafter by the PI or the PI's staff to monitor the degree of abdominal distention and illness. Fluid should be removed when distention is comparable to a term pregnancy. Only one survival tap followed by one terminal tap under anesthesia is recommended. Euthanasia should be performed on any animals showing signs of poor condition.  NIH expects that if the ascites method is to be used, justification is provided for why in vitro alternatives are not suitable.]  

D.
Name(s) and qualifications of individual(s) performing techniques described including injections, abdominal taps, anesthesia, and blood collection. [Include education, training and experience in these techniques.]      

ATTACHMENT 3

APPROVAL FOR USE OF HAZARDOUS MATERIALS IN ANIMALS

Instruction to Investigator/Instructor:  If you will be using any hazardous substances (e.g., radioactive materials, toxic chemicals) in your animals (in vivo), you must complete this page.  We will forward it on your behalf to the appropriate safety official.  Do not use this form for infectious agents.  Obtain separate IBC approval.

INVESTIGATOR/INSTRUCTOR:         

DEPT.:         
        AUP #:            (to be assigned by IACUC)

PROTOCOL TITLE:   

AGENT(S) TO BE USED:      

SPECIES TO BE USED:

ANIMAL HOUSING SITE (include Bldg. & room. #):     

LOCATION OF LABORATORY:

DESCRIPTION OF PROPOSED ACTIVITY:

How is the agent to be introduced into the animal?

        topical           oral           inhalation           injection      (give route, volume and concentration)

Major containment equipment to be used for personnel protection:       

Personal protective gear to be worn:

       Face Shield         Goggles         Face Mask         Full Face Respirator          Shoe Covers         Lab Coats

       Rubber Boots/Coveralls          Other (specify):

Describe type and quantity of hazardous waste to be generated and method of disposal: 

Describe how contaminated materials are to be treated after usage (animals, bedding, glassware, benchtops, hoods, etc.):      

Indicate which of the following resources are available in the area the procedure will be performed

       Fire Extinguisher         Eyewash Station         Spill Kit         Emergency shower

Describe emergency procedures to be followed in case of accident (personnel exposure, spill, fire, etc.)    

Last date of certification for any hood required:       

Qualifications of Involved Personnel (give names, experience, certifications, etc.):      
[image: image2.wmf](For office use only)   Biosafety Level Classification Required: ____ BL1 ____ BL2 ____ BL3 ____ N/A

(Safety Official Signature)


(Typed name of Safety Committee)

Date

ATTACHMENT 4

FIELD STUDIES
Assurance of Health and Safety 

of 

Personnel Performing Field Studies Involving Animals
Instructions to Investigator/Instructor: The purpose of this Attachment is to assure that consideration is given to safety and well being of university personnel participating in field studies.  It is a part of the institutional compliance with the Guide for the Care and Use of Laboratory Animals and the Guide for the Care and Use of Agricultural Animals in Agricultural Research and Teaching.

I hereby certify that there is a program in place to assure the safety of personnel participating in this proposed work. The program involves hazard identification and risk assessment, appropriate equipment for safe conditions for the work, personnel training and education, and preventive medical oversight. It includes an emergency plan which covers the following:
A mechanism to evacuate personnel if necessary in a timely fashion

A permanent and dependable system such as telephone, cellular phone, or radio for continuous emergency communication capability

A local contact for health and safety emergencies

Necessary medical coverage (insurance)

Appropriate individual medical preparedness 

Vaccine and preventive medical precautions as deemed necessary by a physician

Adequate supplies of prescription drugs/devices

First Aid and Cardiopulmonary Resuscitation skills

Method to assure contact of University Human Resources Department in the event of accident/injury

Credentials and or training in safety procedures necessary for carrying out the work as determined by the Principal Investigator

________________________________________


__________________

Signature of Investigator/Instructor





Date
(Signature does not imply transfer of liability)

