Application To Use Live Vertebrate Animals in Research and/or Teaching

MIAMI UNIVERSITY

Institutional Animal Care and Use Committee (IACUC)
___________________________________________________________________________________________________________

Note:  The ethics of animal investigation is of clear and compelling concern to all of us who work with live animals. "The use of animals in research, teaching and testing is acceptable only if it promises to contribute to understanding of fundamental biological principles, or to the development of knowledge that can reasonably be expected to benefit humans or animals.  Animals should be used only if the researchers best efforts to find an alternative have failed.  Those using animals should employ the most humane methods on the smallest number of appropriate animals required to obtain valid information” (Canadian Council on Animal Care). The National Agricultural Library, Animal Welfare Center maintains a large computerized database (AGRICOLA) devoted to laboratory animal science, veterinary medicine and animal production, which is available to prospective animal users.  The AGRICOLA database provides information on past studies that can be useful in determining that a proposed study is not duplicative of past studies or for determining alternatives to animal testing procedures.  The AGRICOLA and other relevant databases are accessible through Brill Science Library.
INSTRUCTIONS (read carefully)
1. IACUC forms are available for downloading from the IACUC web site:

http://www.units.muohio.edu/oars/compliance_committee/iacuc/

2. Due to regulatory requirements, all questions must be fully answered.  If a question or part of a question does not apply to your project, so indicate by typing “not applicable” or “NA”.

3. Incomplete, handwritten, or unsigned forms will not be reviewed.  Please call the Office for the Advancement of Research and Scholarship (529-3600) if you have questions about the form.

4. Submit the original and two (2) paper copies of the completed and signed application form, with all attachments (e.g., literature search strategy) to the Office for the Advancement of Research and Scholarship, 102 Roudebush Hall, Miami University, Oxford, OH  45056 (do not include this page).  

5. In addition, attach a Portable Document Format (PDF) or MS-Word formatted digital copy to an e-mail message and send to: animalcare@muohio.edu (do not include this page).  Please call 529-3600 if you have any questions.

APPROVAL PROCESS FOR NEW PROTOCOLS AND OTHER PROTOCOL FORMS:

1. New IACUC protocols are assigned a unique protocol number. 

2. All members of the IACUC are provided a copy of each application and each member provides written approval of a standard review process or written request for full-committee review.  Any one member of the Committee may call for a full committee review of a protocol.

3. Unless a full committee review is requested, every protocol is reviewed by the Committee Chair, University Veterinarian, Director of Laboratory Animal Resources, and one additional Committee member (on a rotating basis).

4. A University Reference Librarian usually provides feedback to the Chair concerning literature reviews.

5. After the initial review, you may be requested to submit additional information or to modify the protocol.  Written response to such requests is required -- failure to respond will result in discontinuation of the review process and the protocol remaining unapproved.

6. You will be notified, in writing, regarding approval of the project.  Do not assume that you have approval if you have not received the written approval letter.

7. Work on the project covered by the Application may not commence until written approval is received.

IF YOU NEED HELP:

1.
For general help/questions concerning filling out the application, please contact OARS (529-3600 or animalcare@muohio.edu).

2.
For assistance on how to generate PDF files from this document, please contact your departmental IT Specialist or call the Help Desk (529-7900).

3.
For questions regarding animal care and use training, refer to the information on the web 


(http://www.units.muohio.edu/oars/compliance_committee/iacuc/) or contact OARS (529-3600 or animalcare@muohio.edu).

4.
For help in determining animal housing requirements, contact the Director of Laboratory Animal Resources (529-5435).

5.
For help with issues such as appropriate anesthesia, analgesia, etc., contact the Director of Laboratory Animal Resources (529-5435).

6.
For help with literature reviews and database search strategies, contact the Science Library Reference Librarian (529-6886)

7.
For help concerning occupational health and safety, contact Environmental Health and Safety (529-2829).

8.
For help regarding hazardous agents, contact Environmental Health and Safety (529-2829).
Application To Use Live Vertebrate Animals in Research and/or Teaching

MIAMI UNIVERSITY


Protocol Number:


Institutional Animal Care and Use Committee (IACUC)
(to be assigned by OARS)
_________________________________________________________________________________________________________

Date of Application: 
     

Date Received by OARS: 



I.  Project Information:
 FORMCHECKBOX 
 This is a new project, or 


 FORMCHECKBOX 
 This is a continuation of a previously approved project.     Protocol Number:  Enter number
Title of Project:  
     
Project Category:

 FORMCHECKBOX 

Teaching Protocol (Literature search required to show search for alternatives -- i.e., reduction, replacement, refinement)

Department and Class Number:        
Protocol will be used  FORMCHECKBOX 
 once or  FORMCHECKBOX 
 each time the course is taught.

 FORMCHECKBOX 

Research Protocol (Literature search required to show non-duplication and search for alternatives)

Duration of the study:  from        to       
 FORMCHECKBOX 

Breeding Colony Protocol (No literature search required -- must be in support of an active research or teaching protocol)

In support of the following protocols:       
Personnel:

	
	Name
	Position

(click to select)
	Dept.
	Phone


	Email Address
	Date Training

Completed*
(mm/yyyy)

	Principal Investigator
	     
	 FORMDROPDOWN 

	   
	     
	     
	     

	Co-Investigators
	     
	 FORMDROPDOWN 

	   
	     
	     
	     

	
	     
	 FORMDROPDOWN 

	   
	     
	     
	     

	
	     
	 FORMDROPDOWN 

	   
	     
	     
	     

	
	     
	 FORMDROPDOWN 

	   
	     
	     
	     

	
	     
	 FORMDROPDOWN 

	   
	     
	     
	     

	
	     
	 FORMDROPDOWN 

	   
	     
	     
	     

	
	     
	 FORMDROPDOWN 

	   
	     
	     
	     

	
	     
	 FORMDROPDOWN 

	   
	     
	     
	     


  *If the Animal Care Training Course was taken after August, 2004, you must also complete on-line training through the AALAS On-line Learning Library, and provide proof of completion (i.e., copy of transcript) with this application. Please contact the OARS office (529-3600) for information on required modules.

Project Tracking Information: In order to meet federal assurance guidelines, the IACUC must be able to match this protocol to a specific proposal or project.  Please provide as much of the following information as possible.

Title of proposal or project:       
Miami University Proposal Approval Form Number:       
	Source of Funding (click to select)
	Department, Agency, or Name of Source
	Grant or Project Number

	 FORMDROPDOWN 

	     
	     

	 FORMDROPDOWN 

	     
	     

	 FORMDROPDOWN 

	     
	     


Student Project Status:  (if either item is checked, the name, department, telephone number, and signature of the faculty advisor is required below)

 FORMCHECKBOX 

Graduate Student Project

 FORMCHECKBOX 

Undergraduate Student Project


     
     
     
Name
Signature
Department
Telephone

Approval of Department(s):  (the chairperson of each department involved in this project must indicate approval of the project by signing below)

 FORMCHECKBOX 

Only one department involved

 FORMCHECKBOX 

Two or more departments involved


     
     
     
Name
Signature
Department
Telephone


     
     
     
Name
Signature
Department
Telephone


     
     
     
Name
Signature
Department
Telephone

ALL INVESTIGATORS MUST SIGN THE FOLLOWING STATEMENT OF ASSURANCE:

The proposed study involves the use of live vertebrate animals.  I understand that as the principal investigator or course instructor for the proposed study I am responsible for:

Conducting activities involving live vertebrate animals in accordance with all applicable provisions of the Animal Welfare Act as set forth in U.S. Department of Agriculture, Animal and Plant Health Inspection Service publication "Part II, 9 CFR Part 3, Animal Welfare; Standards; Final Rule" of Feb. 1991, the U.S. Public Health Service "Guide for the Care and Use of Laboratory Animals" and this Institution's Animal Welfare Assurance Statement (A-3161-01 of November 2005).  Investigators using wild vertebrates in field studies should review the appropriate guidelines for the animal group with which they are working i.e., Guidelines for Use of Live Amphibians & Reptiles, Guidelines for Use of Birds in Field Research, Guidelines for Use of Fishes in Field Research, or Guidelines for Use of Mammals in Field Research.

Ensuring that protocols involving live vertebrate animals are submitted via my department head and the Office for the Advancement of Research and Scholarship to the University Institutional Animal Care and Use Committee for review and approval prior to initiating the study.

Reporting any proposed significant changes in the protocol (e.g., change of numbers of animals, change of species, change in investigators etc.).

Signature of Principal Investigator:


Date:



Copies of Miami University's Animal Welfare Assurance statement and the U.S.D.A., NIH and other animal use guidelines are available for examination in the Office for the Advancement of Research and Scholarship or in the office of the Director of Laboratory Animal Resources.  Questions regarding the completion of the protocol form may be directed to the Office for the Advancement of Research and Scholarship (tel: 529-3600).

FOR COMPLETION BY THE OFFICE FOR THE ADVANCEMENT OF RESEARCH AND SCHOLARSHIP 
Disposition of the Protocol after IACUC Review:

Approved___________
Approved Pending Revisions__________
Not Approved__________
Date of IACUC Approval:___________________________________
Disposition of Revision 1:__________________________________________________________________________________
Disposition of Revision 2:__________________________________________________________________________________
Disposition of Revision 3:__________________________________________________________________________________
Continuing review scheduled for:_____________________________________________________________________________
Original of signed form sent to investigator:_____________________________________________________________________
Grant Proposal No.: ________________________________
PAF No.: 





I. Project Information (continued)

1.  Purpose and Justification  

A.
Summarize the purpose of your study.

     
B.
What is the justification for doing this study? (e.g., how will this study benefit humans or animals; how will this study increase our understanding of the animal or system being studied?)
     
C.
Does the study duplicate other work?  If yes, please cite studies, and explain the need for duplication. This section is required for research protocols.  Current guidelines require the researcher to establish that proposed animal research is not unnecessarily duplicative.  An acceptable way to fulfill this requirement is to run computer database searches on at least two different databases (eg.,  Medline and Biological Abstracts) with keywords appropriate to the proposed study.  You should then examine the articles identified by such methods to assess whether there is duplication and, if so, you should justify the need for duplicative studies.  The databases searched, the date of searches, the search strategy, the results of these searches, and your conclusions regarding duplication must be summarized below for the IACUC.  Please also attach a copy of the SEARCH STRATEGY page (keywords, limits, number of hits, database searched, and date of search) to this application.  DO NOT attach a copy of the "hit list".  It is the investigator's responsibility to justify clearly the need for duplicative studies.  
     
D.
Please address the use of alternative models, the availability of refinements in techniques, and sample size requirements below.  This section is required for research AND teaching protocols.  Federal guidelines direct investigators to seek methods that will help optimize the number of animals used or reduce pain and distress in animals in teaching and research.  An acceptable way to fulfill this requirement is to present summarized results of computer database searches on at least two databases designed to address the “3R’s” of animal research (replacement, reduction, refinement). You must include the AGRICOLA database, which provides information useful in determining alternatives to animal testing procedures. Alternatives may be similar research on phylogenetically lower animals (e.g., mice rather than dogs, fish rather than mice, insects rather than fish); the use of animal tissues, tissue cultures, computer models; or refinements in techniques that reduce pain and distress in research animals (eg., improvements in sampling or surgical techniques, environmental enrichment) or sample size requirements (e.g., reducing variability in measured outcomes). It is the investigator's responsibility to seek and evaluate alternatives and refinements that will reduce the number of animals used, reduce pain and distress in research animals, or enhance the well-being of research animals.

D.1. Provide a summary of the results of your “alternatives” searches below. The databases searched, the date of searches, the search strategy, the results of these searches, and your conclusions regarding alternatives must be summarized here for the IACUC.  Please also attach copies of the SEARCH STRATEGIES (screen shots of the search utility including  keywords, limits, number of hits, database searched, and date of search) to this application.  You are not required to include a bibliographic list of articles found in the search.

     
D.2. Can alternative models or approaches be used in this study to replace or reduce the number of animals used? 
 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No.  Provide details below:



     
D.3. Are techniques or refinements available that will reduce pain and distress or will enhance the well being of the animals during the course of your studies?  
 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No.  Provide details below:



     
D.4. Provide a rationale for sample size selection.  This must include either (1) a statistical power analysis (based on previous studies or from literature sources) that reflects statistical versus biological significance, or (2) a statement (using appropriate citations) that reflects a professional standard or regulatory requirement for a particular sample size.


     
II.
Subjects.  The choice of species and/or strain used in a research project could be critical to the validity and outcome of the study.  There are many animal models used in research. In general, the lowest phylogenetic animal form that is appropriate to the study should be used.  Consideration should be given to the traditional animal models for the study and the numbers of animals that are needed for statistical validity.

1.
What species, or strain, of animals will you study?  Please provide scientific and common name and strain (if available).

     
2.
Why is this species appropriate?  (References to other research and traditional models should be included.)

     
3.
How many animals will be used?  For how long? (If your research involves various treatment groups please summarize numerically by groups, if replacement animals are incorporated in these figures, please designate how many are included to be used on an "as needed" basis.  Numbers of animals should be kept as low as possible while maintaining sufficient numbers to detect biologically significant, statistically valid results.  A statistical power analysis is an acceptable way to justify appropriate sample sizes.)
     
III.
Experimental Procedures Involving Animals

1.
Please describe the animal use portion of your experiment, including experimental manipulation of animals, drug dosages, surgeries, and/or behavioral observations on this and the following page.

     
2.
Have experimental drugs and/or anesthetic dosages and routes been discussed and approved by the consulting veterinarian?   FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No.  If no, why not?

     
A.
Please list all chemicals, biological agents, drugs and route of administration.  This includes anesthetics, experimental drugs, infectious agents, radioisotopes and means of euthanasia.

     
3.
If procedures involve survival surgery, please list the provisions for post-operative care.  Please include names of individuals responsible for post-operative care and provisions for analgesics (including dosages) should they be needed.

     
A.
For survival surgery please give length of post-operative period, including recovery phase, and/or experimental phase.

     
4.
What means will be used to determine the post-procedural or post-operative health of the animal e.g., monitoring body weight, blood count, temperature, or food/water consumption?

     
5.
Is there a point in your experiment in which you will discontinue an experiment or euthanize an animal because it's condition has deteriorated beyond what is acceptable from an experimental or humane standpoint e.g., 20% loss of body weight, inability to eat, immobility?  Justification must be provided if euthanasia is not an option.


Please list the guidelines that you intend to follow.  

     
6.
Who will be performing the experimental procedures?  Give the qualifications and experience of the individuals who will be using this procedure.  If the individual performing this study does not have experience, please provide information on who will train this individual and the trainer's experience.  What will be the duration and extent of the training?  Note:  Training on specialized techniques does not replace the requirement that all individuals working with, and/or taking care of, live vertebrates must take the University Animal Training Course.

     
IV.
Painful Procedures.  Federal regulations require that pain and distress be minimized for all research animals.  Procedures that will cause more than momentary pain or distress should be performed using an appropriate anesthetic. 

Please designate which of the following best describes your procedure.

Category

 FORMCHECKBOX 

1.
Procedures resulting in no pain.

 FORMCHECKBOX 

2.
Procedures causing slight or momentary pain or distress i.e., injections or tattooing.

 FORMCHECKBOX 

3.
Procedures where appropriate anesthetics or analgesics are used to avoid pain and distress.





Please be sure all anesthetics and analgesics are listed above.
 FORMCHECKBOX 

4.
Procedures that may/will cause severe unrelieved pain or distress.





Provide scientific justification below for all category 4 procedures.

     
V.
Housing and Care.

1.
Where will the animals in this study be maintained?  Please designate room number, building location, and animal facility.  Note:  Animals may only be maintained in Animal Facility space or in pre-approved locations that meet the requirements of the Animal Facility, including remote or satellite locations. 
     
2.
Please answer the following questions if you will be maintaining animals outside of the primary Laboratory Animal Facilities.


A.
Have the locations for maintaining animals been inspected and approved by the Supervisor of Laboratory Animal Resources?
 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No.


If No, please explain your plan to discuss your needs and obtain approval for the space:


     
B.
If animals are to be housed outside of the primary Laboratory Animal Facilities (e.g., in environmental rooms, classrooms, labs, or Ecology Research Center outdoor enclosures), who will be responsible for daily care?

     
C.
Please provide a schedule of the routine care of these animals (i.e., feeding and water schedules, cage and/or water changes).

Note:
Regulations require that all vertebrate animals used in research and teaching be observed on a daily basis.
     
D.
Has the individual that will be responsible for the daily care of the animals had training or experience with this species?  If not, who will be train and supervise this individual?

 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No.

     
3.
What type of caging will be used?

     
4.
Are there special light, temperature, or humidity requirements for the animals in this study?  If so, please provide details.

 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No.

     
5.
Will the study require the use of a restraint device?  If so please describe the device to be used, the length of time animals will be restrained, and any conditioning required.  Note:  Animals that require extensive periods of restraint should be gradually conditioned to restraint in order to minimize stress.

 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No.

     
6.
Will the study involve food and/or water deprivation?
 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No.


If Yes, the deprivation procedures and rationale for using such procedures must be clearly described below.

Note:
Procedures involving deprivation of food and water are analogous to pain and suffering and require thorough justification.

     
7. 
Involvement of Toxic and/or Hazardous Substances and Radioactive Materials:

It is essential for the heath and safety of the animal care staff and other persons working with your animals that we be aware of the use of toxic and/or hazardous substances and radioactive materials.  Please answer all the questions below relative to your use of these substances and materials during the care and handling of, and experimentation with, live vertebrate animals.

1.  Infectious agents are involved.
 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No   If Yes, please list them below:

     
2. Toxins or toxic chemicals are involved.
 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No   If Yes, please list them below:

     
3, Carcinogens are involved.
 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No   If Yes, please list them below:

     
4. Other hazardous substances are involved. 
 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No   If Yes, please list them below:

     
5. Radioactive materials are involved.  
 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No   If Yes, please list them below:

     
Have the procedures involving such substances been approved by the appropriate University committee?  


 FORMCHECKBOX 
Yes or  FORMCHECKBOX 
 No.        If no, why not?

     
VI.
Disposition of Animals


1.  What will be done with animals following your experiment? (check one choice only)

 FORMCHECKBOX 
 A.  End point of the experiment is death.

 FORMCHECKBOX 
 B.  Animals will be released into the habitat area from which they were originally obtained (wild species only).
 FORMCHECKBOX 
 C.  Animals must be sacrificed.  Describe method of euthanasia.

     
 FORMCHECKBOX 
 D.  Animals will not be harmed experimentally and could be used by another investigator.

2.  Researchers using vertebrate animals assume responsibility for the health and well being of these animals for the length of the study.  Animals must be monitored on a regular basis, and arrangements must be made for the care of animals during breaks and vacations.

In the absence of the principal investigator, who is(are) the primary person(s) responsible for animal care:

	Name:
	Work Phone:
	Home Phone:
	Cell Phone:

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


3.  Who should be called if animals are found sick or in distress?

	Name:
	Work Phone:
	Home Phone:
	Cell Phone:

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


VII.
Supporting Documentation.
Please list below all supporting documentation that has been attached to the hard copies of this application.  Examples of documentation include, but are not limited to, literature search strategy pages, transcripts of on-line training, University approval documents (eg., radiation safety approvals), collection permits, field site use permits, and non-Miami University approval documents (eg., animal use approvals from collaborating institutions).
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