

University of Louisville

Institutional Animal Care and Use Committee

Proposal to Use Laboratory Animals in Research and Teaching

Instructions

General
The Public Health Service (PHS) and the United States Department of Agriculture (USDA) require an Institutional Animal Care and Use Committee (IACUC) to review and approve all proposals to use laboratory animals in research and teaching. The use of animal tissue must also be reviewed by the IACUC. For information related to tissue use please refer to the form entitled Proposal to Use Fresh or Frozen Animal Tissue in Research and Teaching. Both animal and animal tissue Proposals are available from the Office of Research Services (852-7307). The use of plants, bacteria, protozoa or invertebrate animals is excluded from the IACUC review process.

Proposal Preparation and Submission
Project Directors initiate IACUC review by completing a Proposal to Use Laboratory Animals in Research and Teaching. Please read the directions carefully and answer each question. Do not refer to the body of the research grant application; all IACUC reviewers may not have a copy of the application at the time of review. Be concise, specific, and use terms that nonscientists can understand. All Proposals should be submitted in typed form. A copy of the proposal form is available in Microsoft Word from the Office of Research Services (852-7307) or on the IACUC web page at: http://louisville.edu/medschool/research/acup/iacuc/forms.htm. Proposals submitted using word processing techniques should adhere to the font/type set on the form. If, due to print or other equipment constraints, alternate font/type commands are used, project directors should be certain that responses can be easily distinguished by duplicating the proposal in a bold format and printing responses in regular (non-bold) type. Completed proposals must be submitted electronically in Word or PDF format to: IACUC@louisville.edu. A signature page can be forwarded to the IACUC Office at the following address:





IACUC, Office of Research Services





Medical Dental Research Building, Room 12




School of Medicine





University of Louisville





Louisville, Kentucky 40292




Fax (502-852-7943)*





iacuc@louisville.edu*

*We no longer require original signature pages and therefore, you may fax or scan them to us.
New Proposals

General

Sections I - XI must be completed for all Proposals. If more than one species is to be used, an additional set(s) of sections IX and X must be completed. Use additional pages if there is insufficient space on the form. A copy of any associated grant applications or other related information (if applicable) must also be submitted.
Proposals That Involve Hazards

Proposals that include the use of hazardous agents, such as toxic or dangerous chemicals, carcinogens, microbials, or research associated with radiation risks or recombinant DNA will be forwarded and reviewed by the appropriate University safety committee (Institutional Biosafety Committee, Radiation Safety Officer, or Department of Environmental Health and Safety). Following review, the safety committee will issue a clearance statement separate from IACUC approval. IACUC Approval is contingent upon Safety Approval.

Modifications of Previously-Approved Proposals

IACUC approval to use laboratory animals in research and teaching is granted for a period of three (3) years and is subject to annual review. Annual review is required by Federal Law and continuation of approval will be accomplished through communication(s) with the Project Director. A new application, which is reviewed de novo, must be submitted at the end of three years. During the three-year approval to use animals, it is the responsibility of the Project Director to notify the IACUC of any change in the protocol (e.g., animal species, animal use, personnel, procedures, project classification, funding source(s), study site, and/or use of hazardous materials). Modifications are reported by submitting a complete revised electronic version of the Proposal that includes all changes (please change the font or highlight the changed areas to facilitate review). Again, a scan or fax of the revised signature will do but is required. Signature of Department Chair is only required if the modification includes a significant increase in the number of animals used (over 25%), laboratory location, or a change in project pain/distress classification. The revised Proposal must be accompanied by a cover letter that clearly identifies those sections of the proposal that have been revised and the justification for each revision.

Project Directors must reconcile actual and estimated animal use during annual review of proposals. The aim of such reconciliation is confirm the RRF record of animal purchase. Because the RRF does not maintain records for breeding colonies, it is very important that the PI’s update IACUC records on an annual basis by reporting the number of animals weaned within breeding colonies. A reduced estimate of animal use is handled administratively and does not require a formal modification. Any request to increase animal numbers, does, however, require a Proposal modification.

Specific Form Sections

Section IV., Signatures and Approvals

&Please note: Funding agencies require that the institution “verify, before award, that the IACUC has reviewed and approved those components of grant applications and contract proposals related to the care and use of animals” (PHS Policy). It is the PI’s responsibility to ensure that experiments, procedures, etc., described in grant applications are included in an approved IACUC Proposal. All work involving animals must be approved by the IACUC regardless of what may or may not be included in a grant application. Failure to ensure this consistency could be interpreted as a breach of the contract with the granting agency and could threaten future funding from that agency.&

Section V. A., Project Goals

The response to this item should be in adequate detail such that the reviewers will understand what will actually be done to each individual animal. Timelines and tables are not required, but may be of assistance in ensuring reviewers’ understanding.

Section V.B., Project Director Assurance that proposed work is not unnecessarily duplicative 

Federal law states that a Project Director “must provide written assurance that the proposed activities do not unnecessarily duplicate previous experiments.” The IACUC must be assured that the Project Director has made a “reasonable good faith effort” to determine that the proposed study is not unnecessarily duplicative and, therefore, minimizes the use of animals. To satisfy the requirements, the Project Director must make a “good faith review of available sources” (e.g., Biological Abstracts, Index Medicus, Current Research Information Service, Animal Welfare Information Center) and communicate review sources and results in the assurance statement. For information on ways in which this requirement may be met, including the Internet addresses of the sources listed, please contact the IACUC Office (852-7307).

Section VI. Project Participants

Training requirements are outlined in the IACUC Policy entitled, “Required Training.” All participants must complete Level II Training and enrollment in the Occupational Health and Safety Program within 90 days of IACUC authorization to serve as participants.

Section IX. A. Classification of Study

Project Directors are required to classify animal use according to the following scheme:


Class I - 
Studies in which animals will experience no pain or distress greater than that produced by routine injections or venipuncture and will therefore receive no pain-relieving agents.


Class II - 
Studies in which there is a potential for pain or distress which is minimized or eliminated by anesthetics, analgesics, and/or tranquilizers. Examples include biopsy, endoscopy, vascular cut-down, footpad injections, use of adjuvants, implantation of chronic catheters, as well as survival and non-survival surgery.


Class III - 
Studies in which animals will experience pain or distress greater than that produced by routine injections or venipuncture and will not receive pain-relieving agents. Examples include exposure to agents or radiation levels that cause serious illness, research involving significant stress, or procedures involving prolonged restraint.

Note: Studies characterized by the likelihood of severe, prolonged unrelieved pain or distress will not be considered by the IACUC without comprehensive and explicit scientific justification.

Section X. C., Alternatives to Painful Procedures

Federal law requires that Project Directors consider alternatives to painful procedures. According to the USDA Animal Welfare Information Center, an alternative is any procedure which results in the reduction in the numbers of animals used, refinement of techniques to minimize pain, or replacement of animals. With respect to pain, the Animal Welfare Act states that a painful procedure, as applied to animals, is one "that would reasonably be expected to cause more than slight or momentary pain or distress in a human being to which that procedure was applied, that is, pain in excess of that caused by injections or other minor procedures" regardless of whether or not the pain can be relieved with analgesics. For Class II and III Proposals, Project Directors must provide a written narrative description of the methods and sources used to determine that alternatives (reduction of animal numbers, minimization of pain/distress, and/or replacement of animals) were not available (e.g., Biological Abstracts, Index Medicus, Current Research Information Services, Animal Welfare Information Center). In order to satisfy federal requirements, “the minimal written narrative should include the databases searched or other sources consulted, the date of the search, the years covered by the search, and the key words and/or search strategy used when considering alternatives or descriptions of other methods and sources used to determine that no alternatives were available to the painful or distressful procedure. The narrative should be such that the IACUC can readily assess whether the search topics were appropriate and whether the search was sufficiently thorough.” The replacement of animals with a non-animal model, the reduction of animal numbers, and/or the refinement of study protocol to reduce pain or stress must be addressed. Additionally, those study protocols that may include elements of pain or distress for which pain relieving agents will not be provided (Class III proposals), Project Directors must include written scientific justification for withholding such agents. Justification must be presented in a format similar to that described above (See Class III, Section IX). For additional information on ways in which this requirement may be met, including the Internet addresses of the sources listed, please call the IACUC Office (852-7307). 

Section X. F. Anesthesia/Analgesia

Although the use of pain-relieving drugs (sedatives, anesthetics, analgesics) should be described in the body of the Proposal, each drug used should also be included in table X. F. to ensure that all required information is provided.

Section XI. Lay Research Summary

A non-technical summary of the proposed research is required. The summary must express the significance attached to the project and reasons for which it has been proposed. The summary may be needed for public information purposes and should be written in terms which nonscientists can easily understand.

Animal Procurement

A copy of the IACUC proposal with the signature of the IACUC Chairperson and assigned Proposal number will be returned to the Project Director. IACUC approval is required before animals may be purchased or otherwise acquired for the research project. Animal orders (U of L Animal Order Form) must indicate an approved IACUC Proposal number and only the species and number of animals approved may be ordered. The procurement and housing of all animals at the University of Louisville must be arranged through the Research Resources Facilities (RRF).
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PROPOSAL # ____________










CLASSIFICATION(S)_______

UNIVERSITY OF LOUISVILLE

PROPOSAL TO USE LABORATORY ANIMALS IN RESEARCH AND TEACHING

(PLEASE TYPE)

I.  ADMINISTRATION


Project Director (Individual with responsibility for the proposed study):

Name_________________________________UniversityTitle___________________________

Department______________________
 Division _____________________________________
University Address (Bldg./Room #) ________________________________________________
Phone Number_________________ E-mail ID___________________FAX #_______________
Co Director(s)__________________________________________________________________
Project Title (limit to 60 characters including spaces)

____________________________________________________________________________________________________________________________________________________________

Funding Source(s) _____________________________________________________________



Please list the title and grant number of all grants post-awarded associated with this Proposal:

____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

II.  PROPOSAL TYPE (See Instructions, pages i,ii, sections III,IV)

(  ) New Proposal

(  ) 3-Year Renewal

(  ) Modification of Previously Approved Proposal

 
Provide the following information (if applicable):

Current IACUC Proposal Number (If Applicable)
_______________
UofL Speedtype Number (Please include if you know)
_______________
Date of Current IACUC Approval 


_______________

III.  PROPOSAL PURPOSE

  (  ) Research         

(  )  Education

      (  ) Professional Education

      (  ) Undergraduate Education

      (  ) Graduate Education

      (  ) Continuing Medical Education

IV.  SIGNATURES AND APPROVALS

I certify that the statements herein are true and that if protocol changes are required, I will resubmit the proposal according to instructions given for the modification of a previously approved proposal.

As Project Director,** I will conduct the proposed research according to the principles of the "NIH Guide for the Care and Use of Laboratory Animals" and will conform to federal, state, and institutional laws or guidelines concerning the care and use of animals in research, teaching, or testing.

I understand that the IACUC has concern for the ethical aspects and implications of all studies involving animals and I will cooperate with the Committee in its consideration of these issues.  I also understand that the individuals listed as project participants must comply with all IACUC training and occupational health and safety requirements.  I have notified the individuals listed as project participants of the possible health risks involved when working with research animals. 
I also understand that it is my responsibility to ensure consistency between awarded grants (in awarded phase) and IACUC Proposals. Failure to submit projects described in grant awards for IACUC review and approval could be interpreted as a breach of the contract with a granting agency and threaten future funding from that agency.
**Project Director must be a member of the University of Louisville faculty.

_______________________________________________
  _______________________________
Signature of Project Director






Date

DEPARTMENTAL APPROVAL:  Approval implies that the Department has reviewed and endorses the proposed research, including the use of laboratory animals.

_______________________________________________   ____________________________________

Signature of Department Chair





Date

* * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * * *  * * * * * * * * * * * * * 
IACUC ACTIONS

Approved 


______________



Contingent Approval     
_____________



Disapproved


______________



CONTINGENCIES/REMARKS:

____________________________________________________
___   ____________________________

IACUC Chair Signature





Date

V.
PROJECT GOAL(S)

A.
Describe specific aim(s), long-term project objective(s), and a brief description of experimental groups.
B.
Provide WRITTEN ASSURANCE that the proposed activities do not unnecessarily duplicate previous or ongoing experiments.  Describe methods and sources (journals, abstracts, etc.) to support this assurance (see Instructions).  Include the date the search was performed, years included in the search, and keywords used.
C.
Could the proposed study be conducted without the use of animals?  Give the rationale for animal use.
VI.
INDIVIDUALS ASSOCIATED WITH RESEARCH/TEACHING DESCRIBED IN THIS PROPOSAL

TRAINING REQUIREMENTS
Federal law requires that personnel conducting procedures on the species proposed must be appropriately qualified and trained.  All individuals listed as project participants on this proposal, regardless of experience, must attend an IACUC Level II Training Seminar.  In addition, individuals who have limited experience with the research protocol described must arrange with the RRF to receive IACUC Level III Training.  Information related to training requirements will be forwarded with a letter informing project directors of the results of IACUC proposal review. The IACUC office (ext. 7307) may also be contacted for information.
OCCUPATIONAL HEALTH AND SAFETY MEDICAL SURVEILLANCE REQUIREMENTS
All personnel listed as project participants on this proposal must enroll in the U of L Occupational Health and Safety Program for Animal Handlers.  This program has two components: Training and Individual Assessment.  Training is provided by reading the brochure entitled “Occupational Hazards Associated with the Care and Use of Laboratory Animals”.  Completion of the training component is documented with a passing score on the associated quiz.  Individual Risk Assessment is provided by completion of the “Periodic Animal Contact Health Survey”.  These completed forms must be forwarded to the Office of Research Services.  Detailed information related to occupational health and safety requirements are available in the IACUC office (ext. 7307).

LIST PROJECT PARTICIPANTS
Provide name(s) (in order of greatest involvement) of individual(s) participating in experimental procedure(s) and/or care of animal subjects and describe their role in the proposed study.  Please make sure to fill out the information as COMPLETELY as possible. (Fill in all lines)

1.
Name________________________________________Degree/Title_________________________



Employee ID #_______________________ 



Department and Division_________________________ E-mail ___________________________


University Address (Bldg./Room #)___________________________________________________



Office/Lab Phone _________________________________ Emergency Phone_______________

Experience (Specific to EACH species and procedure utilized in this Proposal):



_________________________________________________________________________________

Role in Study (outline the animal-related procedures to be performed):
_____________________________________________________________________________



Level II Training Seminar Attendance (Y/N) ______


Enrollment with Occupational Health and Safety Program (Y/N) ______ 
( YES ( NO – The Project Investigator grants authorization to this individual to request new project participants.

2.
Name________________________________________Degree/Title__________________________



Employee ID #_______________________ 



Department and Division_________________________ E-mail ___________________________


University Address (Bldg./Room #)___________________________________________________



Office/Lab Phone _________________________________ Emergency Phone_______________

Experience (Specific to EACH species and procedure utilized in this Proposal):



_________________________________________________________________________________

Role in Study (outline the animal-related procedures to be performed):

_____________________________________________________________________________



Level II Training Seminar Attendance (Y/N) ______



Enrollment with Occupational Health and Safety Program (Y/N) ______ 
( YES ( NO – The Project Investigator grants authorization to this individual to request new project participants.

3.
Name________________________________________Degree/Title__________________________



Employee ID #_______________________ 



Department and Division_________________________ E-mail ___________________________


University Address (Bldg./Room #)___________________________________________________



Office/Lab Phone _________________________________ Emergency Phone_______________

Experience (Specific to EACH species and procedure utilized in this Proposal):



_________________________________________________________________________________

Role in Study (outline the animal-related procedures to be performed):

_____________________________________________________________________________



Level II Training Seminar Attendance (Y/N) ______



Enrollment with Occupational Health and Safety Program (Y/N) ______ 
( YES ( NO – The Project Investigator grants authorization to this individual to request new project participants.

4.
Name________________________________________Degree/Title__________________________



Employee ID #_______________________ 



Department and Division_________________________ E-mail ___________________________


University Address (Bldg./Room #)___________________________________________________



Office/Lab Phone _________________________________ Emergency Phone_______________

Experience (Specific to EACH species and procedure utilized in this Proposal):



_________________________________________________________________________________

Role in Study (outline the animal-related procedures to be performed):

_____________________________________________________________________________



Level II Training Seminar Attendance (Y/N) ______



Enrollment with Occupational Health and Safety Program (Y/N) ______ 
( YES ( NO – The Project Investigator grants authorization to this individual to request new project participants.
VII. 
APPROVAL TO USE HAZARDOUS AGENTS
A. Will animals be exposed in vivo to hazardous agents?
YES ______     NO ______ 

B. Will animals be housed following exposure to hazardous materials?

     **YES ______     NO ______ 

**If animals are to be housed following exposure to hazardous materials, a written Special Animal Safety Protocol (SASP) may be required.  These SASP’s must include procedures to ensure safe handling of treated animals, bedding, caging and waste.

HAZARDOUS CHEMICALS

**Material Safety Data Sheets (MSDSs) must be obtained from vendors for all listed material.


(   ) Carcinogens, mutagens, teratogens 


List: 
__________________________________________________________________


(   ) Neurotoxins



List:
__________________________________________________________________ 

(    ) Anesthetic Gases/Vapors
List:_____________________________________________________________________

(    ) Investigational drugs (those without FDA approval for human use)


List:_____________________________________________________________________

(    ) Other Chemical Toxins:


 List:
__________________________________________________________________

(   ) Other Hazards



 List:
__________________________________________________________________
PLEASE NOTE:  If any of the above boxes are checked the IACUC Protocol will be forwarded to UofL’s Lab Safety Coordinator (LSC) for review.  If animals are to be housed following exposure to the above specific agents, a written SASP may be required.  The LSC is available to assist you in making this determination and can be contacted at 852-6670 in care of DEHS.  Additional information regarding laboratory safety is available on the DEHS web site at: http://www.louisville.edu/admin/dehs/labsafe.htm.

BIOLOGICAL HAZARDS
(    ) Biological Agents (viral, bacterial and fungal organisms, or human/animal parasites) 



List:
__________________________________________________________________


(    ) Biological Toxins or Products: 


List:
__________________________________________________________________


(    ) Human Blood, Blood Products, Tissues, or Cell Lines



List:
__________________________________________________________________


(    ) Recombinant DNA (plasmids, genes, vectors)


 
List:
__________________________________________________________________


(    ) Transgenic Animals

       (    ) Animal production at UofL


   Please Specify:  _________________________________________________________


       (    ) Animal production off-site or commercially


   Please Specify:  _________________________________________________________


(    ) Other Biohazards:


List:
__________________________________________________________________

           PLEASE NOTE: If any of the above boxes are checked the IACUC Protocol will be forwarded to UofL’s Biological Safety Officer (BSO) for review.   You may be required to register your work with the Institutional Biosafety Committee (IBC) by completing and submitting an IBC registration/application form prior to approval of your IACUC.  Please see the instructions for IBC registration at www.louisville.edu/admin/dehs/LSM/biosafety.htm.  If animals are to be housed following exposure to the above specific agents, a written SASP may be required.  The BSO is available to assist you in making this determination and can be contacted at 852-6670 in care of DEHS.  Additional information is available on the DEHS web site at the link above.

RADIATION HAZARDS

(   ) Radioactive Material (radioisotopes or tracers)



 List:
__________________________________________________________________

(   ) Radiation (Irradiator, X-Ray Machines, Densitometry)



List:
__________________________________________________________________



Location Used:  ___________________________________________________________ (   ) Lasers
List:
____________________________________________________________



Location Used: _____________________________________________________


PLEASE NOTE:  If any of the above boxes are checked the IACUC Protocol will be forwarded to UofL’s Radiation Safety Officer (RSO) for review.  If animals are to be housed following exposure to the above specific agents, a written SASP may be required.  The RSO is available to assist you in making this determination and can be contacted at 852-5231 in care of DEHS.  Additional information is available on the DEHS web site at: http://www.louisville.edu/admin/dehs/radsafe.htm.

B. Will animals or animal tissue be exposed to controlled substances?



Yes _______
No _______



If yes, check below:



(    ) Controlled substances (including but not limited to anesthetic agents)



  
List: _____________________________________________________________
            C.  Personnel Risk(s)

1.
Describe personnel risk(s) posed by experimental procedure(s), live animals, carcasses or tissues, caging and/or caging equipment including contaminated bedding and excrement.
2.
Describe preliminary plan to eliminate or reduce risks to safe levels.
3.
Additional comments or explanation regarding the handling of hazardous agent(s).
VIII.  STUDY SITE

Identify the building(s) and room(s) where animals/animal tissues will be transported and studied. (Please specify the procedure that will occur in each location) _______________________________________________________________________________

NOTE: Animals may NOT be held in the laboratory overnight without IACUC approval.  In cases where overnight housing may be approved, a written animal care and use protocol must be developed in conjunction with and approved by the Director, RRF.  The approved animal care protocol must be posted or otherwise available for easy reference in the laboratory.

***************************************************************************************************************************

COMPLETE SECTIONS IX and X FOR EACH SPECIES PROPOSED FOR THIS PROJECT

***************************************************************************************************************************

IX.
Animal Use

A.
CLASSIFICATION OF STUDY (See Explanation Below) 

Please check one of the following:

______
Class I - Studies in which animals will experience NO PAIN OR DISTRESS greater than that produced by routine injections or venipuncture and which do not require PAIN RELIEVING AGENTS.

______
Class II - Studies in which there is a POTENTIAL FOR PAIN OR DISTRESS which is MINIMIZED OR ELIMINATED BY ANESTHETICS, ANALGESICS, AND/OR TRANQUILIZERS. Examples include biopsies, endoscopy, vascular cut-down, footpad injections, use of adjuvants, implantation of chronic catheters as well as NON-SURVIVAL AND SURVIVAL SURGERY.

______
Class III - Studies in which animals will EXPERIENCE PAIN OR DISTRESS greater than that produced by routine injections or venipuncture and will NOT RECEIVE PAIN RELIEVING AGENTS.  Examples include exposure to agents or radiation levels that cause serious illness, research involving significant stress or procedures involving prolonged restraint.  A WRITTEN JUSTIFICATION (including supporting sources, journals, abstracts, etc.) for withholding pain relieving agents must be provided in the space below (see instructions, page iii, section VII): 

B.
Minimizing the number of animals used in a research project is an important consideration for IACUC reviewers.  Do not overestimate the number of animals needed to conduct the proposed research.

C.
SPECIES / STRAIN ________________________________________
                                                                
	Project

Year
	Animal

Numbers
	Age/

Wgt
	Procurement

Budget ($)
	Maintenance

Budget ($)
	Number Housed

Simultaneously
	Housing

Duration

	
#1
	
	
	
	
	
	

	
#2
	
	
	
	
	
	

	
#3
	
	
	
	
	
	


C.
Give specific justification for the number of animals to be used.  Justification must address statistical significance as it relates to experimental design. (Please be as detailed as possible.)  
D.
Special Animal Housing/Care -- Detail special housing, diet, isolation, temperature and other requirements for this species.  When experimental situations require food or fluid restriction, such restrictions must be scientifically justified and a program must be established to monitor physiologic or behavioral indexes, including criteria (such as weight loss or state of hydration) for temporary or permanent removal of an animal from the experimental protocol.  BRIEFLY address in the space provided special conditions and, if applicable, the justification and program for dietary or fluid restriction.

X.
EXPERIMENTAL PROTOCOL FOR ANIMAL SPECIES DESCRIBED

A.
Give rationale for the selection of this species.
(NOTE: In all cases, a lower species should be given primary consideration.)

B.
Check the following procedures that may be associated with this species.
(   ) Behavioral tests



(   ) Exposure to agents or radiation levels

(   ) Nonsurgical Procedures


       that cause serious illness


     Surgical Procedures:



(   ) Restraining devices

(   ) Non-Survival Surgery

(   ) Other

     
(   ) Single Survival Surgery:



       (   ) Major

       (   ) Minor

  

(   ) Multiple Survival Surgery
SURGICAL DEFINITIONS:

Major Survival Surgery - Any surgical intervention that penetrates and exposes a body cavity; any procedure that has the potential for inducing permanent physical or physiologic impairment; and/or any procedure associated with orthopedics or extensive tissue dissection or transection.

Minor Survival Surgery - Any surgical intervention that does not expose a body cavity and causes little or no physical impairment.  Examples include laparoscopy; wound suturing; peripheral vessel cannulation; percutaneous biopsy; routine farm-animal procedures such as dehorning, castration; prolapse repair; and most procedures done on an “outpatient” basis in veterinary clinical practice.

Multiple Survival Surgery - Animal recovers from initial surgery (major and/or minor) and is subsequently reanesthetized for one or more survival surgical procedures (major and/or minor) related to this study.  NOTE:  No animal may be used in more than one MAJOR operative procedure from which it is allowed to recover, unless, 1) justified for scientific reasons, 2) required as routine veterinary procedure or to protect the health or well-being of the animal, or 3) other special circumstances as determined by the Administrator, APHIS, USDA.

C.
Alternatives to Painful Procedures 










Project Directors must consider alternatives to procedures that may cause more than momentary or slight pain or distress.  For Class II and III Proposals, provide a WRITTEN NARRATIVE DESCRIPTION OF THE METHODS AND SOURCES used to determine that alternatives to painful procedures were not available. (See Instructions, page ii, section VII)  
D.
Studies involving NON-SURGICAL procedures performed on this species
1.
Describe the procedure(s) to be performed.
2.
Describe the use of any devices that may be employed for prolonged restraint.   Provide details regarding the 1) duration of the prolonged restraint, 2) procedures for acclimating animals for prolonged restraint and 3) plans for monitoring animals during prolonged restraint.  NOTE: Brief restraint for the purpose of performing routine clinical or experimental procedures need not be described unless the procedures will cause pain or distress.
3.
Describe methods used to avoid discomfort, stress, pain, and/or injury. If anesthesia/analgesia is included in these methods, Section XF must be completed.
E.
Studies involving SURGERY performed on this species 

NOTE: For projects that involve surgery in NON-RODENT MAMMALLIAN SPECIES, project participants may be required to meet with the RRC veterinary staff in a presurgical planing session to develop appropriate pre, intra, and post-op animal care procedures.  The need for a planning session is determined by the veterinary staff at the time of proposal review.  A detailed description of the animal care procedures developed as a result of such a session must be approved by the veterinary staff and filed with the IACUC office before animals may be ordered.

1.
Outline plans for preoperative clinical evaluation, care and treatment.
2.
Outline methods used to avoid discomfort, stress, pain, and/or injury.  The use of anesthetics and analgesics must be completely described in Section XF.

3.
Outline provisions for maintaining asepsis during survival surgery. NOTE:  All  
survival surgery must be performed using aseptic procedures, including surgical 


gloves, masks, sterile instruments, and aseptic techniques.  Major operative  


procedures conducted on non-rodents may be conducted only in facilities intended


or that purpose which shall be operated and maintained under aseptic conditions.  

Non-major operative procedures and all survival surgery on rodents do not require a 
dedicated facility, but must be performed using aseptic procedures.
4.
Describe surgical technique.
5.
Outline plans for animal care and treatment and the maintenance of clinical records following survival surgery.
6.
Identify the person(s) responsible for the delivery of postoperative care and treatment.  Note:  The maintenance of clinical case records is required for rabbits and other higher species.
F.
Analgesia/Anesthesia for this species
NOTE:  Procedures that may cause more than momentary or slight pain or distress must be performed with appropriate sedatives, analgesics or anesthetics (unless withholding such agents is justified for scientific reasons - see Class III study definition, page 3), and may continue for only the necessary period of time.  Furthermore, paralytic drugs in surgery and other painful procedures may not be used without anesthesia.  Animals that would otherwise experience severe or chronic pain or distress that cannot be relieved must be painlessly euthanatized at the end of the procedure or, if appropriate, during the procedure.  

1.
List ALL preanesthetic, anesthetic, analgesic and/or tranquilizing agents to be used (even if their use has been described elsewhere in this Proposal):
Agent

Purpose (anesthesia, etc.)
Dose

Route of Administration
a.
b.
c.
d.
2.
Describe the regimen for the use of these agents.
G.
Describe euthanasia technique
1.
Include agent, dose, and route of administration.  Any variance from the recommendations for euthanasia contained in the 1993 AVMA Guidelines (available from the RRC) must be justified.
XI.
LAY RESEARCH SUMMARY

In the space provided on the following page, please include a nontechnical summary of the proposed research.   The summary must express the significance of the project and reasons for which it has been proposed.  The summary may be  needed for public information purposes and should be written in terms which nonscientists can easily understand.
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CLASSIFICATION(S)_______



LAY RESEARCH SUMMARY

Project Director_________________________________________________________

Project Title_____________________________________________________________


(To be written for the understanding of persons not trained in biomedical science—250 words or less)3
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