PRAIRIE VIEW A&M UNIVERSITY


(IACUC Use Only)


Institutional Animal Care & Use Committee
    
IACUC Protocol #: _________________  

Principal Investigator: _________________ 
Instructions for Completing 
PROTOCOL FOR THE USE OF LIVE ANIMALS 

FOR RESEARCH, TEACHING, TESTING, DEMONSTRATION OR EXHIBITION
Animal Use Protocol 
Form Revised, August 2022
Information provided on the Animal Use Protocol will be used by the Institutional Animal Care and Use Committee to evaluate your proposed use of live animals in research, teaching, testing, demonstration or exhibition.  Review of your animal use protocol will be based on compliance with the Animal Welfare Act, The Public Health Service Policy on Humane Care and Use of Animals by Awardee Institutions, the National Institutes of Health Guide for the Care and Use of Laboratory Animals and the Guide for the Care and Use of Agriculture Animals in Agricultural Research and Teaching.  Approval by the committee is required before any animal can be ordered or used within Prairie View A&M University.

The principal investigator (faculty member) submitting a protocol is responsible for the actions of all personnel involved with the care and use of animals.  Failure to comply with current regulations may result in suspension of your use of animals at Prairie View A&M University (PVAMU).

1. Answer all questions.  If the question does not apply to your project, answer “Not Applicable.”  For questions regarding the protocol form, contact the Office of Research Compliance at researchcompliance@pvamu.edu or at 936-261-1553.

2. Change the font for responses to a contrasting color (e.g. Blue, Green).

3. Completed form should be submitted electronically to:  researchcompliance@pvamu.edu.

4. The Animal Care and Use Committee meets once per month to review all animal use protocols.  Contact the Office of Research Compliance at researchcompliance@pvamu.edu or at 936.261.1553 for the meeting schedule and protocol deadlines.
Completed protocols must be submitted seven days before the scheduled meeting.
5. Protocols may be approved for three years, but regulations and institutional procedures require a review and re-approval every 12 months.
6. Protocols that involve no pain or distress may be reviewed through a “Designated Member Review” process. 
7. Responses to question #3 below may require input from/consultation with other compliance and/or safety-related committees.  Contact information for those committees is listed below:



Radiation Safety Committee/Controlled Substances/Risk Management & Safety (OHP)


ohp@pvamu.edu or 936-261-1743


Institutional Biosafety Committee



researchcompliance@pvamu.edu or at 936-261-1553
8. Protocol Non-Compliance: Instances of non-compliance may include, but are not limited to:

· Housing animals in unapproved facilities

· Beginning research projects without IACUC approval
After review by the IACUC, if an activity is suspended due to non-compliance, the IO shall promptly report that action to the appropriate federal oversight bodies.

PRAIRIE VIEW A&M UNIVERSITY


(IACUC Use Only)


Institutional Animal Care & Use Committee
    
IACUC Protocol #: _________________  

Principal Investigator: _________________ 
PROTOCOL FOR THE USE OF LIVE ANIMALS 

FOR RESEARCH, TEACHING, TESTING, DEMONSTRATION or EXHIBITION
Animal Use Protocol 
A protocol can be reviewed only after all questions have been answered completely.  Do not refer to, or attach passages from grants.  
Date Filed: 
TITLE OF PROTOCOL: 
Principal Investigator: 

Department: 


 
Telephone Number: 


 E-mail:








Proposed funding source:

Maestro Proposal or Project Number: 












Expected starting date of project: 


Expected completion date of project:

 

Project type: 
Biomedical  FORMCHECKBOX 
    Food/Fiber Production  FORMCHECKBOX 
    Teaching  FORMCHECKBOX 
    Testing  FORMCHECKBOX 
  Demonstration  FORMCHECKBOX 

Wildlife  FORMCHECKBOX 
    Aquatic Production  FORMCHECKBOX 
    Exhibition  FORMCHECKBOX 
    Other  FORMCHECKBOX 
-please describe:
Submission Type:   Initial Submission  FORMCHECKBOX 
    Third Year Renewal  FORMCHECKBOX 
    Amendment  FORMCHECKBOX 
    
1.
Animal model(s): 









A. Genus (e.g., Mus):

B. Species (e.g., musculus):

C. Strain, subspecies or breed (e.g., C57BL/6): 
D. Common name (e.g., mouse): 
E. Approximate age, weight or size:

F. Sex:
G. Bacteriological status (e.g., germfree (axenic), defined flora (gnotobiotic), specific pathogen free (SPF), conventional):   

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

I. Primary Housing Location(s) (building(s) and room(s)):

J. List any locations where animals will be housed away from the primary housing location(s) for more than 12 hours at one time:
K. Location(s) where animal manipulations will be conducted: 
L. The animals will be maintained in what type of caging/housing?
M. Total number of animals requested for the entire project: 

i. If this is a classroom teaching protocol, explain the number of animals needed based on (1) the expected number of students in the class, based on past attendance or maximum enrollment; and (2) the number of students sharing each animal:
ii. For animals used in teaching agricultural or animal production systems, provide a rationale for the number of requested animals based on (1) the minimum number of animals needed to effectively maintain a working system for demonstration; and (2) The number of animals per student:

N.  
Source of animals (e.g., vendor purchased, institutionally bred, captured from wild):

2. Does this project involve wild-captured animals?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

A. If yes, have required permits been obtained?   Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  Not Applicable  FORMCHECKBOX 

i. Please provide permit numbers for appropriate state, federal, or international permits under which these animals are being used:
ii. If permits are not required, please explain: 
3.
Will animals or humans be exposed to:
A.  Radiation or radioactive materials?    Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  
If yes, are you licensed to use material?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  Not Applicable  FORMCHECKBOX 

NOTE: Protocols that include use of radioactive materials must have prior approval from the TAMU - Radiological Safety Team & OHP.
If yes, 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:
B.  Recombinant DNA or BSL 2 or 3 organisms?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

NOTE: Protocols that include use of any Recombinant DNA or BSL 2 or 3 organisms must have prior approval from the Institutional Biosafety Committee.
If yes, the study is conducted at Animal Biosafety Level:    ABSL2  FORMCHECKBOX 
       ABSL3  FORMCHECKBOX 
    
If yes, describe the practices and procedures required for the safe handling and disposal of contaminated animals and material associated with this study:
C.  Hazardous chemical, carcinogens, toxins or noxious agents?   Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 
i. If yes list the agent(s):
ii. Has OHP been consulted on the use of the agent(s)?   Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  Not Applicable  FORMCHECKBOX 

OHP Personnel Contact: ______________________________ Date: ____________________

Outcome: _____________________________________________________________________

If yes, describe the practices and procedures required for the safe handling and disposal of contaminated animals and material associated with this study:

D.  Has the use of radioactive substances or recombinant DNA received approval from the appropriate Safety Committee?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  Not Applicable  FORMCHECKBOX 

NOTE: Animal Use Protocols will not be approved until the IACUC receives notification of approval from appropriate Safety Committee(s).

If yes, Approval Number:                              Date of approval from the appropriate Safety Committee: _____
E. Will this project necessitate use of DEA Controlled Substances?  
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

If yes, have you obtained a Federal DEA License?  

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 Not Applicable  FORMCHECKBOX 

Instructions for obtaining Federal DEA License can be obtained from OHP at ohp@pvamu.edu. 

F. Describe any potential physical risks to personnel (e.g. animal charging, operating a squeeze chute, use of firearms, etc…):
4.
Pharmaceutical grade chemicals and other substances should be used for all animal-related procedures.   
Does this proposed project involve exposure of animals to non-pharmaceutical grade chemicals or substances?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

If yes, plans to use non-pharma​ceutical grade chemicals or substances should be described and justified. For example, the use of a non-pharmaceutical-grade chemical or substance may be necessary to meet the scientific goals of a project or when a vet​erinary or human pharmaceutical-grade product is unavailable. Consideration should be given to the grade, purity, sterility, pH, pyrogenicity, osmolality, stability, site and route of administration, formula​tion, compatibility, and pharmacokinetics of the chemical or substance to be administered, as well as animal welfare and scientific issues relating to its use.
Non-Pharmaceutical Grade

 Chemical/Substance





Description/Justification for Use
	
	

	
	

	
	

	
	



Expand table as necessary to accommodate all non-pharmaceutical chemicals/substances to which animals will be exposed
5.
Rationale for Animal Use

A. Provide the rationale and purpose of the proposed use of this animal species.  The rational should include reasons why it is necessary to use animal models: 
B. State why living vertebrates, and specifically the species you are using, are required rather than some alternative model.  The species selected should be the lowest possible on the phylogenetic scale:


6.
Provide justification of the number of animals requested.  The number of animals should be the minimum number required to obtain statistically valid results.
A.  Explain all treatment and /or study groups.  (Example:  5 animals/treatment group X 5 treatment groups/study group X 4 study groups = 100 animals required):
B.  Explain how you determined the total number of animals requested.  Whenever possible, the number of animals requested should be justified statistically (research projects only).  Two methods are commonly used to statistically justify the numbers of animals:  (1) a power test or (2) peer reviewed publication of methods.  It is important to include all animals for pilot studies and any expected losses:
C. Fill out the table below with a pain or distress classification. See Appendix A for classification definitions and examples. 

	Species
(common name)
	Pain or Distress Classification

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

	
	
	Year 1
	Year 2
	Year 3
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Total number of animals 
	


NOTE:  An “Explanation for Classification E” form, must be completed for USDA-covered animals listed in Classification E.  This form may be found in Appendix B.  (Mice and rats bred for research purposes are not USDA-covered animals.)
7.
Perform a literature/database search to address the following issues (contact an IACUC member or the Office of Research Compliance at research@pvamu.edu for assistance or clarifications on performing the literature/database search):
A. Determine if the proposed use of animals will result in unnecessary duplication of experiments:  

i. Is the proposed use of animals duplicative?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

ii. If yes, list the reference(s) and justify the need for duplication:
B. If the procedures described do, or could possibly result in more than momentary pain or distress to animals you must search for alternatives to those procedures.  (Any procedures that fall into the pain and distress classification D or E qualify as causing more than momentary pain of distress.)  Alternatives may include methods that:

· Refine existing tests by minimizing animal distress (e.g. fewer or less invasive procedures, using a lower species),

· Reduce the number of animals necessary for an experiment, or 

· Replace whole-animal use with in vitro or other tests (e.g. isolated organ preparation, cell or tissue culture, or computer simulation).  NOTE:  If you use ascites production to produce antibodies, you must provide the reason for not using an in vitro system.

Your search must include the word “alternative” plus key words describing the painful or distress-causing procedure, and your particular animal model.
i. Were alternative, less invasive procedures, other species, isolated organ preparation, cell or tissue culture, or computer simulation identified in your search?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  Not Applicable  FORMCHECKBOX 
  
ii. If yes, list the reference(s) and database(s) used: 
iii. If the alternative will not be used, please justify:
You must provide details of your search.  List the methods and sources used to determine whether alternative procedures are available and do not unnecessarily duplicate previous experiments.  Description of methods must include the key words (the word “alternative” plus key word is required) used in the search.  Sources can be databases, such as biological abstracts, Index Medicus, Current Research Information Service, Animal Welfare Information Center, AltWeb, etc., or specific references can be cited.  Details of your search should include: 

C. Sources or databases searched or other sources consulted:
D. Date the search was performed:
E. Years covered by the search methodology (e.g., 1965 – 2012):
F. Key words, key word strings, and (or) search strategy used (use the following format for all key words):

“alternative” + (key word): 


Number of Hits:

Relevance:

8.
Provide a short (200 words or less) nontechnical, lay summary of the project. Your description must include project objectives (e.g., importance to human or animal health, advancement of knowledge, or the good of society) and methods in layman’s terms.  Your response should be written such that a person unfamiliar with your work and unfamiliar with science can understand what you are doing, how you will do it, and why you are doing it.   
9.
Provide a complete, concise, sequential description of procedures involving the use of the animals that will be easily understood by all members of the committee, which includes non-scientists.  Begin your description at the point in which live animals enter the protocol through the time they exit it.  Describe EXACTLY what you will do to the animals while they are alive.  Include all procedures/treatments in your project that will be imposed on the live animals.  If animals are to be transported during the project, include a description of animal care during transport.  If the project involves survival surgery complete question # 10.  A flowchart attachment is recommended to provide an overview for complex studies.


For a detailed description of all information that must be included, please refer to Appendix C.
10.
Does this protocol involve surgery?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  If yes, contact the University Veterinarian (Dr. Robert Rose at 979-845-7433) and complete the following:
A.   
Identify and describe the surgical procedure(s) to be performed.  Include preoperative procedures [e.g., fasting, analgesic loading], and monitoring and supportive care during surgery.  Include the aseptic methods to be used.  List the sedation, analgesic and anesthetic agents used, the route of administration, dosage and schedule of administration.
B.  
Individual(s) performing the surgery and their qualifications, training, and/or experience:
C.  
Identify the location where surgery will be performed. [building(s) and room(s)]:
D.  
If survival surgery, describe postoperative care that will be provided and frequency of observation.  Identify the responsible individual(s) and location(s) where care will be provided.  [building(s) and room(s)] Include detection and management of postoperative complications during work hours, after hours, weekends and holidays:
E.  
If non-survival surgery, describe how euthanasia will be provided and how death will be determined:
F.  
Are paralytics used during surgery?  If yes, please describe how ventilation will be maintained and how pain will be assessed:
G. Has major or minor survival been performed on any animal prior to being placed on this study?  [Major survival surgery penetrates and exposes a body cavity or produces substantial impairment of physical or physiological functions or involves extensive dissection or transection (such as laparotomy, thoracotomy, craniotomy, joint replacement, or limb amputation)].  If yes, please explain:
H. Will more than one survival surgery be performed on an animal while on study?  If yes, please justify:
11.  
Do the proposed animal activities involve potentially painful procedures?  (painful procedures include surgery and procedures that may cause more than momentary or slight pain or distress to the animals)  
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  If yes, contact the Clinical Veterinarian (Dr. Robert Rose at 979-845-7433) and complete the following:
A.   
Justify procedures that may cause animal discomfort, distress, pain, and/or injury.  Describe how discomfort, distress, pain, and/or injury will be minimized:
B.  
 List signs and/or symptoms of discomfort, distress, or pain that may occur in animals in this study:  
C.  
Describe the frequency with which monitoring for the above listed signs/symptoms of discomfort, distress, and pain will occur and approximate times of day:
D. List all individuals who will monitor animals for signs and symptoms of discomfort, distress, and pain.  Describe the training of each person listed with regards to recognizing signs and symptoms of animal discomfort, distress, and pain:
E.   
If signs or symptoms of discomfort, distress, and/or pain are observed, what intervention will occur (humane endpoints could entail administration of analgesia, anesthesia, euthanasia, etc.):
How quickly after observation of humane endpoints will intervention occur?

List individuals who will intervene if humane endpoints are reached and describe their training/experience:
F.  
If analgesics, anesthetics and (or) tranquilizing drugs are to be used, list the agent and describe their dosages, route of administration and schedule of administration to minimize discomfort, distress, pain and injury:

G.  
If any procedure(s) will cause pain or distress and analgesia/anesthesia cannot be administered, list each procedure with justification for the exclusion of analgesia/anesthesia:

H.  
The attending veterinarian must be involved in planning of projects wherein painful procedures are included. Was the attending veterinarian consulted? (The Attending Veterinarian is Dr. Robert Rose at rrose@tamu.edu/979-845-7433 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

12.
Provide information on the care of the animals:
A.  
List the individuals responsible for the routine daily animal care:
B.  
Veterinary care provided by whom?  Please provide veterinarian contact information if using someone other than the university veterinarian:
C.  
All health, veterinary treatment and surgical records must be available for review by the IACUC, and records should be maintained in close proximity to the animals.  If records are not maintained in close proximity to the animals, clearly describe where they will be located and why they must be maintained away from the animals:
Location of animal records: 
E. List any special housing, equipment, animal care or any departures from the Guide for the Care and use of Laboratory Animals [e.g., special caging, water, feed, waste disposal, environmental enrichment, etc.]:
F. Exemptions from Environmental Enrichment for Nonhuman Primates or Exercise for Dogs

For nonhuman primates, are you seeking an exemption for scientific reasons from the institution’s plan for environmental enrichment?

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  Not Applicable  FORMCHECKBOX 
  If yes, provide the basis of the request.

For dogs, are you seeking an exemption for scientific reasons from the institution’s plan to provide dogs with the opportunity for exercise?
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  Not Applicable  FORMCHECKBOX 
  If yes, provide the basis of the request.

G. Biological Material / Animal Products for use in Animals [e.g., cell lines, antiserum, etc.]
Will biological material / animal products be used in animals (e.g., cell lines, antiserum, etc.)? 
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
   If yes, answer the following questions:
1. Specify Material:
2. Source:
3. Material Sterile or Attenuated:  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  
4. Has the material been tested for pathogens? (e.g., MAP – Mouse Antibody Production; RAP – Rat Antibody Production; HAP – Hamster Antibody Production, PCR test)  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  
5. I certify that the 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 tested sample.  To the best of my knowledge the material remains uncontaminated with rodent pathogens.

            FORMCHECKBOX 
  Initials of Principal Investigator ____________________
13.
If euthanasia of any animals is necessary during the project, list the method/agent of euthanasia (Include dosages and route of administration where applicable):
Is this method consistent with the recommendation of the 2013 AVMA Guidelines on Euthanasia? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 
If no, provide justification for not following the AVMA’s recommendation [e.g., decapitation or cervical dislocation without anesthesia]:
14.
Describe disposition of animals upon completion of the project [i.e. method of carcass disposal]:
15.
All individuals that utilize live animals in this project must be appropriately qualified and trained.  List personnel that will utilize live animals, including their title/position and describe their training and experience with the procedures used in this project.  Give the years of training/experience with each species in this protocol:

PLEASE NOTE:  It is the responsibility of the PI to ensure that all individuals listed below read and understand the final approved Animal Use Protocol Form (AUPF), are trained appropriately on procedures included in the AUPF, and follow, without deviation, the AUPF during the conduct of the project.  
	Name
	
	Title/Position
	

	Phone Number
	
	Email 
	

	Role on Protocol  (e.g. Co-Investigator, Researcher, Animal Caretaker)
	

	Species individual will work with
	

	Training
	

	Experience
	


	Name
	
	Title/Position
	

	Phone Number
	
	Email 
	

	Role on Protocol  (e.g. Co-Investigator, Researcher, Animal Caretaker)
	

	Species individual will work with
	

	Training
	

	Experience
	


	Name
	
	Title/Position
	

	Phone Number
	
	Email 
	

	Role on Protocol  (e.g. Co-Investigator, Researcher, Animal Caretaker)
	

	Species individual will work with
	

	Training
	

	Experience
	


	Name
	
	Title/Position
	

	Phone Number
	
	Email 
	

	Role on Protocol  (e.g. Co-Investigator, Researcher, Animal Caretaker)
	

	Species individual will work with
	

	Training
	

	Experience
	


	Name
	
	Title/Position
	

	Phone Number
	
	Email 
	

	Role on Protocol  (e.g. Co-Investigator, Researcher, Animal Caretaker)
	

	Species individual will work with
	

	Training
	

	Experience
	


	Name
	
	Title/Position
	

	Phone Number
	
	Email 
	

	Role on Protocol  (e.g. Co-Investigator, Researcher, Animal Caretaker)
	

	Species individual will work with
	

	Training
	

	Experience
	


16. 
Principal Investigator Certifications:

1. I certify that I have attended the institutionally required investigator training course.

2. I certify that I have determined that the research proposed herein is not unnecessarily duplicative of previously reported research.

3. I certify that all individuals working on this proposal will be enrolled in the institution’s IACUC and IBC Occupational Health Program before beginning work on the protocol.

4. I certify that the individuals listed in question # 15 are authorized to conduct procedures involving animals under this proposal, have attended the institutionally required investigator training course, and received training in: the biology, handling, and care of this species; aseptic surgical methods and techniques (if necessary); the concept, availability, and use of research or testing methods that limit the use of animals or minimize distress; the proper use of anesthetics, analgesics, and tranquilizers (if necessary); and procedures for reporting animal welfare concerns.

5. For all pain and distress classification D and E proposals, I certify that I have reviewed the pertinent scientific literature and the sources and/or databases as noted in question # 7 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.

6. I assume responsibility for ensuring the proper use of anesthetics.

7. I certify that I will obtain approval from the IACUC before initiating any changes (e.g. addition of personnel, increase animal numbers, change in surgical procedure) in this study.
8. I certify that I will notify the IACUC regarding any unexpected study results that impact the animals.  Any unanticipated pain or distress, morbidity or mortality will be reported to the Attending Veterinarian and the IACUC.

9. I certify that I am familiar with and will comply with all pertinent institutional, state, and federal rules and policies including but not limited to the Animal Welfare Act as amended (if applicable); the Guide for the Care and Use of Agricultural Animals in Research and Teaching (if applicable); PHS Policy for the Human Care and use of Animals (if applicable); and the Guide for the Care and Use of Laboratory Animals (if applicable).

10. I certify that I do not have a personal/financial conflict of interest and I have submitted my Financial Conflict of Interest Disclosure Statement in Maestro (if applicable).

(If you have a conflict of interest, you must specify - as an attachment - the conflict of interest and describe what safeguards are in place to ensure that the conflict of interest does not affect the experimental results.)
11. I assume responsibility for my work and that of my personnel and assure that all personnel will read the approved protocol.

12. I hereby certify that to the best of my knowledge, the statements in this protocol are true and accurate.  

Principal Investigator:




Date: 

Final veterinary consult approval:


Attending Veterinarian:




Date:
Appendix A

Pain or 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 that are handled in accordance with IACUC approval, the Guide and other applicable regulations. Breeding colony includes parents and offspring.

· Newly acquired animals that are handled in accordance with IACUC approval and 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 no 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.

· 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, and laparotomy or laparoscopy.

· Blood collection by more invasive routes such as intracardiac or periorbital collection from species without a true orbital sinus [e.g., 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, anesthetics, tranquilizers, or supportive care.

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 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, microbial virulence testing, radiation sickness, and research on stress, shock, or pain.

· Surgical and postsurgical 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.

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 (see Appendix B). This information is required to be reported to the USDA (for USDA-covered species only), will be available from USDA under the Freedom of Information Act (FOIA), and may be publicly available through the Internet via USDA’s website.

Appendix B

Explanation for USDA Classification E Form
(This form is only required for USDA covered animals in Pain Category E)
[This report is required to accompany USDA Form 7023 to support any USDA Classification E listings.]

This document must be typed.
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 contraindicated:

Signature of investigator:

Date:

Signature of IACUC Chairperson:

Date:

Appendix C
Description of Experimental Design and Animal Procedures

This appendix provides information that will assist the Principal Investigator in answering question # 9.

Briefly explain the experimental design and specify all animal procedures.  All procedures to be employed in the study must be described.  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.  A flowchart may be an effective presentation of the planned procedure.

A best practice is to provide an acceptable range of the specific items described below to allow flexibility in the use of professional judgment and avoid non-compliance due to work conducted off protocol as a result of overly restricted parameters.

Include the following specific information, if applicable:

· Animal identification methods [e.g., ear tags, tattoos, collar, cage card, implant, etc.].
· Methods of restraint [e.g., restraint chairs, collars, vests, harnesses, slings, etc.].  Describe 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 used.

· Experimental injections or inoculations [substances, e.g., infectious agents, adjuvants, etc.; dose, sites, volume, route, and schedule].

· Blood withdrawals [volume, frequency, withdrawal site, and methodology].

· Radiation [dosage and schedule].

· Food or fluid restriction If food, or fluid, or both food and fluid, will be restricted, describe method for assessing the health and well-being of the animals. [Amount earned during testing and amount freely given must be recorded and assessed to assure proper nutrition.] If you are seeking a departure from the recommendations of the Guide, provide a scientific justification.
· Pharmaceutical-grade and Non-pharmaceutical-grade Compounds Identify any drugs, biologicals, or reagents that will be administered to animals.  If these agents are not human or veterinary pharmaceutical-grade substances, provide a scientific justification for their use and describe methods that will be used to ensure appropriate preparation and administration.

· Other procedures [e.g., survival studies, tail biopsies].

· Resultant effects, if any, that the animals are expected to experience [e.g., pain or distress, ascites production, etc.].

· Other potential stressors [e.g., noxious stimuli, environmental stress] and procedures to monitor and minimize distress.  If a study is USDA Classification E, describe any non-pharmaceutical methods that will be used to minimize pain and distress.
· Transportation Transportation of animals must conform to all institutional guidelines/procedures and federal regulation.  If animals will be transported on public roads or out of state, describe methods you will use to comply with USDA regulations.  If animals will be transported between facilities, describe the methods and containers that will be used.  If animals will be transported within a facility, include the route and elevator(s) that will be used.

· Experimental endpoint criteria [e.g., tumor size, percentage body weight gain or loss, inability to eat or drink, behavioral abnormalities, clinical symptomatology, or signs of toxicity] must be specified when the administration of tumor cells, biologics, infectious agents, radiation or toxic chemicals are expected to cause significant symptomatology or are potentially lethal.  List the criteria that will be used to determine when euthanasia is to be performed.  Death as an endpoint must be scientifically justified.

· Veterinary care Indicate the plan of action in case of animal illness [e.g., initiate treatment, call investigator prior to initiating treatment, euthanize].

· Surgical procedures [provide details of survival and non-survival surgical procedures in question #10].

· Genetically engineered animals Describe any anticipated phenotypic consequences of the genetic manipulations to the animals.  Describe any special care or monitoring that the animals will require.
· Field studies Describe how wild animals will be observed, any interactions with the animals, whether the animals will be disturbed or affected, and any special procedures anticipated. 
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