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Protocol No: _________________________











(office use only)

Principal Investigator (PI): ___________________________________________________________

Proposal Title: ____________________________________________________________________

PI Dept: _______________________________________ PI e-mail:__________________________

Campus Address: _______________________________ Campus Phone No: _________________

PI After Hours/Emergency Telephone No: _______________________________________________

Animal Species (use common name): _____________________________________________________
Anticipated beginning and ending date(s) of studies: ______________________________________

  







  (Not to exceed three years)

Funding Source_____________________________ Submission Date (if applicable) _____________
General Information
NOTE: DO NOT include the general instructions or individual appendices if they are not relevant to the protocol being described.  Answer “YES” or “NO” to whether an appendix is included.  Put a “(” in the box(es) next to your selection(s).  Define all abbreviations the first time that they are used.

Appendices Attached:

1. Antibody Production (Appendix A)


( YES 
( NO
2: Surgery (Appendix B)



( YES 
( NO


3: Test Substances (Appendix C)


( YES 
( NO
(Nonpharmaceutical grade compounds, explosive agents, biological, chemical, radioactive, and physical hazards)
4: Controlled Substances (Appendix D)

( YES 
( NO

5: Use of Non-CSU Animal Facility (Appendix E)
( YES 
( NO
Indicate the Purpose of Animal Use:

(
Research    ( Teaching/Training    ( Testing      (
Sentinel animal use


(
Breeding and colony management only; no experimental procedures

( 
Other, please specify: ____________________________________________________________

PI Signature:________________________________________ Date: _________________________
1. Proposal Background

Using non-technical language (layman’s terms) that a senior in high school would understand, briefly describe the background of this project.  A hypothesis and specific aims should be included.  A scientific abstract from a grant proposal is not acceptable.  Please include citations if there are referrals to references.

2. Proposal Justification
Please include a justification as to why this project will benefit either humans or animals.

3. Justification of Species

Please describe the characteristics of the selected species, strain, stock, mutant, or breed that justify its use in the proposed study.  

4. Experimental Methods and Design
Please describe the experimental methods and design being sure to include in detail all proposed procedures that will be performed on the animals.  Please include experimental endpoints in this section.  For complicated experimental designs a flow chart, diagram, or table is strongly recommended.  Do not describe the details of monoclonal antibody production or surgical procedures in this section, but instead include Appendix A and/or B, respectively.  Please fill out Appendix C if any non-pharmaceutical grade compounds, biological, chemical, radioactive, or physical hazards will be used.  Please fill out Appendix D if controlled substances will be used.
5. Justification of Numbers
Please describe how the numbers of animals needed for the experimental procedures in Question #4 were determined.  Whenever possible, the number of animals requested should be justified statistically.  A power analysis is strongly encouraged to justify group sizes when appropriate.  
6. Unexpected or Adverse Events
Please include a description of possible unexpected results or adverse events that may cause premature termination of an animal (eg. Weight loss of >20%, not eating, not drinking, ulcerated tumors, etc.).  Include in this description a plan of action; death as an endpoint must be scientifically justified.  In addition, please include a description of what animal facility personnel should do if they should happen to find an animal dead.
7. Euthanasia
Will the animals be euthanized as part of this project?   
( YES     ( NO 

If YES, Please describe the method of euthanasia including the route used.  If NO, please include a description of the disposition of the animals.  A scientific justification for any method that is not considered acceptable by the AVMA Panel on Euthanasia (www.avma.org/resources/euthanasia.pdf) should be included. 


8. Description of Housing and Husbandry Requirements

Please include a description of the caging needs for the experiment (e.g., sterile microisolator caging, conventional housing, direct bedding, suspended cages) and husbandry requirements for the study (SPF, conventional, purpose bred, random source, special diets, exclusion from the environmental enrichment program, exclusion from the exercise program, etc.).  Please include a scientific justification for any deviations from the Guide for the Care and Use of Laboratory Animals (http://www.nap.edu/readingroom/books/labrats) or the Animal Welfare Act (http://www.nal.usda.gov/awic/legislat/usdaleg1.htm ). 

9. Animal Housing and Use Locations

Please note that all animals transported from the animal facility should be in clean, covered cages.  Transport through non-research areas should be discreet.  Transport of animals in personal vehicles generally is not allowed.  All transportation of animals must be in accordance with the Guide, the USDA regulations, and the PHS policy.

9,A Will the CSU Animal Facility be used for the proposed experiments? ( YES  ( NO


If NO, please complete Appendix E

9,B Will the animals be used outside of the CSU animal facility? ( YES     ( NO


If YES, please include the building, room number and procedures that will be performed.  
IACUC inspection is required for all locations where animals are used. 


9,C Will the animals be housed outside of the animal facility at any time during the 
experiment for a period of time exceeding 12 hours?  ( YES     ( NO


If YES, please include the building, and room location.  IACUC approval and semi-annual 
inspection is required of any space housing animals longer than 12 hours.  

10. Alternatives to the Use of Animals

Please describe the methods by which the Principal Investigator determined that there were no alternatives to the use of animals for this proposal.  A database search is highly recommended.  Please include the date the search was performed, the date range covered by the search, the database(s) searched (Pubmed, Medline, AGRICOLA, etc), the keywords used (must include alternatives and animal model), the number of relevant hits, and a written description of the results of the search.  There is no need to include the printed results of the search, but the PI should retain a copy for their records.
11. Unnecessary Duplication

Please describe the methods by which the Principal Investigator determined that this proposal does not unnecessarily duplicate previous work.  A database search is highly recommended.  Please include the date the search was performed, the date range covered by the search, the database(s) searched (Pubmed, Medline, AGRICOLA, etc.), the keywords used, the number of relevant hits, and a written description of the results of the search.  There is no need to include the printed results of the search but the PI should retain a copy for their records.

12. USDA Categories of Pain and Distress

Please complete the table below, assigning all requested animals by species to the USDA category of pain/distress.  If you are having difficulty determining the appropriate category, please contact the attending veterinarian, IACUC chair, or the Animal Facility Manager for assistance.  The same animal cannot be assigned to more than one USDA category. They should be placed in the most painful/distressful category for the procedures being performed.  Even though under PHS policy the IACUC must perform a new review every three years from the date of initial approval, you are required to describe planned procedures for the fourth and fifth years, if applicable.
Category B: Animals that will be bred or purchased for breeding, but NOT used for experiments.  If tail snips for genotyping are necessary, this category is not appropriate. 

Category C: Experiments that cause no or only minimal pain or distress, including observational studies, most injections, most blood collections from peripheral blood vessels, collection of tissues after euthanasia 
has been performed.
Category D: Experiments involving procedures that cause more than momentary pain or distress relieved by anesthetics, analgesics, and or sedatives including, surgery performed under anesthesia, tissue collection prior to euthanasia, painful procedures performed under anesthesia such as retro-orbital blood collection, prolonged restraint requiring sedatives.
Category E: Experiments involving procedures in which pain or distress will NOT be relieved with analgesics, anesthetics, euthanasia, or sedatives including procedures using death as an endpoint, pain research, noxious stimulation.
	SPECIES
	USDA CATEGORY
	YEAR 1
	YEAR 2
	YEAR 3
	YEAR 4
	YEAR 5

	1.
	
	
	
	
	
	

	2.
	
	
	
	
	
	

	3.
	
	
	
	
	
	


	TOTAL BY SPECIES
	Bring all totals for each year down by species

	1. 
	
	
	
	
	

	2. 
	
	
	
	
	

	3.
	
	
	
	
	


13. Projects Involving Pain and Distress (only necessary for projects involving category D or E procedures)
13, A.  Please describe the methods by which the Principal Investigator determined that this proposal does not cause unnecessarily pain and distress.  A database search is highly recommended.  Please include the date the search was performed, the date range covered by the search, the database(s) searched (Pubmed, Medline, AGRICOLA, etc.), the keywords used, the number of relevant hits, and a written description of the results of the search.  There is no need to include the printed results of the search but the PI should retain a copy for his or her records.

13.B.  Please describe the methods that will be used to minimize pain and/or distress.

13,C.  Please scientifically justify all Type E procedures

PERSONNEL

Veterinary Consultation

CSU policy requires that a laboratory animal veterinarian be consulted during the planning process of any procedure involving animals before IACUC review.  
Name: ____________________________________ Date of Consultation: ______________

Principal Investigator Experience

Please describe the experience of the Principal Investigator, including all relevant experience as relates to the project proposal.  DO NOT include a Curriculum Vitae.

Qualification of Project Personnel

Please fill out the table below including each procedure that is to be performed, the name of the individual who will perform the procedure (including euthanasia), and the qualifications/training of that individual.

	PROCEDURE
	NAME OF INDIVIDUAL PERFORMING PROCEDURE
	QUALIFICATIONS/TRAINING

	
	
	

	
	
	

	
	
	


CERTIFICATIONS
Signatures of the Principal Investigator, IACUC Chair, and Veterinarian are mandatory; others may NOT sign for them.  All signatures must be original, no facsimiles are acceptable.

Certification by Principal Investigator

To the best of my knowledge, I certify that the information provided in this Animal Research and Use Protocol (AR&UP) is complete and accurate.  I understand that IACUC approval is valid for one year only, that approval must be renewed annually, that every third year the IACUC must perform a new review of my protocol, and that I will be required to complete a newer version of the AR&UP at the time of the triennial review.  I also understand that IACUC approval MUST be obtained before I:

· Use additional animal species, increase the number of animals used, or increase the number of procedures performed on individual animals.
· Change procedures in any way that might increase the pain/distress category in which the animals are placed, or might otherwise be considered a significant departure from the written protocol.

· Perform additional procedures not described in this AR&UP.

· Allow other investigators to use these animals on other protocols, or use these animals on 

another of my IACUC approved protocols.

I further certify that:

· No personnel will perform any animal procedures until they have been approved by the IACUC.  When new or additional personnel become involved in these studies, I will submit their qualifications, training, and experience to the UACUC and seek UACUC approval before they are involved in animal studies.

· I will ensure that all personnel are enrolled in the Institutional Occupational Health and Safety Program prior to their contact with animals.

· I will provide my after hours telephone numbers to the Animal Facility Manager in case of an emergency.

Principal Investigator Signature: _______________________________ Date:____________

Print Name: _______________________________ 
Minority Opinions (for IACUC use)

IACUC members must be given the opportunity to submit minority opinions on this form.  Enter any written minority opinions here (or attach separate pages labeled “IACUC Minority Opinion”).  If there are no minority opinions, leave this blank.

Approval Signatures

To the best of their abilities, the undersigned have evaluated the care and use of the animals described in this AR&UP in accordance with the provisions of the USDA Animal Welfare Regulations, PHS Policy, the Guide for the Care and Use of Laboratory Animals, and CSU Policy, and find the procedures in this AR&UP to be appropriate.

Attending Veterinarian Signature:______________________________ Date:____________

Print Name: _______________________________ 

IACUC Chair Signature: ____________________________________ Date: ___________

Print Name: _______________________________ 

Cleveland State University
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