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	Indiana University School of Medicine

Institutional Animal Care and Use Committee (IACUC) Animal Protocol Form


	For IACUC Office Use Only

	Protocol Number: 
	 
	 Old Protocol Number: 
	 

	Approval Date: 
	
	3-Year Expiration Date:
	

	Amendment #:
	
	Amendment Approval Date:
	


	Section A
General Information


THIS FORM MUST BE SUBMITTED AS A WORD FILE VIA EMAIL TO: somiacuc@iupui.edu
· The Core and Supplement-Protocol Associate (PA) are required for all applications.

· For specific animal procedures, you will need to check item(s) in the Procedures Check List then complete the corresponding Animal Procedure section(s) as a separate file(s). Submit the necessary appendices with your submission. 

· A variety of supplemental information to assist investigators with completing this protocol application, including IACUC policies and guidelines, can be found at the SOM IACUC website https://research.iu.edu/compliance/animal-care/index.html
	Section A01: Principal Investigator and General Information


	Title of Project:
	

	


	Principal Investigator: 
	
	Degree(s):
	

	Campus Address: 
	
	Department:
	

	Campus Phone:
	
	IU e-mail address:
	

	Note: As PI you need to be listed in the protocol associate form. 


	CO- Principal Investigator: 
	
	Degree(s):
	

	Campus Address: 
	
	Department:
	

	Campus Phone:
	
	IU e-mail address:
	


	Protocol Type - Check all that apply

	
	Research Protocol
	
	Teaching Protocol

	
	Pilot Protocol
	
	Protocol Other (Explain)
	

	
	Replacement Protocol: Please provide the expiring protocol number this will replace
	

	
	Amendment: Proceed to the “Amendment Summary of Changes” section below


	Amendment Summary of Changes

In the text box below; please summarize all proposed changes to the protocol and follow these guidelines: 

1. If changes are not showing as tracked, please contact the IACUC office at somiacuc@iupui.edu. 
2. Do not delete prior text from this amendment summary.  Place new text for the amendment summary below any previous amendment text. 

3. Include the amendment number (i.e. A1, A2) to distinguish from previous approved amendments. 

4. Update the Procedures Check List as needed and update/complete corresponding subsection of the protocol. 

5. The Purpose, Goals, and Hypothesis section should be updated with the added amendment changes. 

6. If a new procedure is added which may cause pain or distress, a new literature search for the consideration of alternatives for painful procedures (Section G) is required. 
7. If you are requesting additional animals, ensure the additional number of required animals in Section B.
8. If you are requesting a new strain or genotype of animal, please be sure to provide the rationale on why the new strain/genotype has been requested.  Please make sure the stain name is consistent with the nomenclature used during animal ordering processes.  

	


	Current Funding

This section is required because the Institution/IACUC must implement a process for ensuring that sponsored program support is consistent with the approved activities involving animals. 

	Funding Sources
	Grant Title(s)
	Name of PI(s) on Grant

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	Note:  If funded by VA, you must complete the VA section D15 and submitted it with this form. 


	Section A02: Procedure Check List


	This Checklist is part of your application.

for New Protocols: 

· The “Core Sections” (B, C, E, F, G, H) and Protocol Associates Supplement are required for all protocols.  

· For Section D, “Procedures”, place an X next to each procedure to be performed in the protocol and complete the corresponding supplemental sections to be included in this application.   
· Complete the necessary appendices and submit them with the application. 

for Amendments: 

· List which of the following section(s) is being modified in the “Amendment Summary” section, above. If you are adding a procedure, make sure to complete the supplemental section(s) and submit with the amendment. 

· The IACUC Staff will insert the additional sections into the amendment document at the time of submission.  As the PI, you do not need to combine the documents.


	B: Summary, Experimental Design, Rational, and Animal Numbers

	C: Research Sites 

	D: Procedures (Check all that apply)

	
	
	D01: Breeding, Weaning, and Genotyping

	
	
	D02: Anesthesia, Sedation, Analgesia 

	
	
	
	Appendix 2:  Anesthetic/Sedation (if D02 is selected and you are using Anesthetic/Sedation, you will need to submit Appendix 2 with your application)

	
	
	
	Appendix 3:  Analgesia, (if D02 is selected and you are using Analgesia, you will need to submit Appendix 3 with your application)

	
	D03: Surgical Procedures

	
	
	Non-survival Surgery

	
	
	Single Survival Surgery

	
	
	Multiple Survival Surgery

	
	
	D04: Agent Administration 

	
	
	Non-Hazardous

	
	
	Hazardous

	
	
	D05: Irradiation, Imaging with Ionizing Radiation, and Other Radioisotope Administration

	
	
	D06: Body Fluid, Tissue and Device Collection / Blood Sampling

	
	
	D07: Behavioral Testing/Adverse Stimuli 

	
	
	D08: Special Caging, Husbandry, Food/Water Deprivation/Restriction

	
	
	D09: Immunization 

	
	
	D10: Hybridoma 

	
	
	D11: Physical Restraint

	
	
	D12: Laser Use

	
	
	D13: Satellite Housing

	
	
	D14: Animal Identification/Marking

	
	
	D15: VA Supplemental Documentation – ACORP questions and certifications

	
	
	D16: Controlled Substances

	E: Expected Experimental Complications and Emergency Management Plan

	F: Disposition and Euthanasia

	G: Justification for the Use of Animals, Unnecessary Duplication & The 3 R’s

	H: Principal Investigator Assurance

	Protocol Associates Supplement


	Section B

Summary, Experimental Design, Rationale, and Animal Numbers


	Section B01: Abbreviations


	Please list all abbreviations/acronyms used throughout the protocol in alphabetical order and include their definition.

	


	Go to Beginning of Document
	Go to Procedures Check List 


	Section B02: Non-Technical (Lay) Summary


	Relevance of the proposed project to human/animal health and summary of animal work

Non-Technical (Lay) Summary
This section will be evaluated by non-scientists.  Avoid the use of terms that would be unfamiliar to non-scientists.  Please define technical terms in language the general public would understand. 

	Describe how the proposed research addresses an underlying medical or scientific problem and how it will advance human and/or animal health, or scientific knowledge, for the good of society.

	

	Please list the major procedures and the possible animal welfare implications that may occur with each procedure.  

	

	Describe potential complications that can arise from the experiments and what efforts will be done to minimize pain and distress.

	


	Go to Beginning of Document
	Go to Procedures Check List 


	Section B03: Scientific Rational & Hypotheses


	 Please provide the scientific rationale and hypotheses for your research. 

(This section is to be more scientifically specific compared to the “Non-Technical Summary” above)
Note: Do not exceed 1 page
This section will help the IACUC understand the scientific justification for the proposed research. Please address the following areas when completing this section. 

1) State the global hypothesis or central hypotheses of the proposed research hypotheses that will be tested and a brief rationale for each. 
2) If there is a direct relationship with a grant, you can add the specific aims or objectives in this section. 

	


	Go to Beginning of Document
	Go to Procedures Check List 


	Section B04: Experimental Design, Groups and Timelines


	Experimental Design Groups and Timelines
Explain the experimental design and all animal procedures.  This description should allow the IACUC to understand the experimental course of what happens to an animal from its entry into the experiment to the animal’s endpoint. 

For each separate experiment, provide

1) the specific objective/hypothesis to be tested including the main outcome or experimental variables to be evaluated
2) the experimental groups and their size (n/group) NOTE: the statistical justification for group sizes is requested in a subsequent section.
3) a simple sequential list of all procedures performed on animals beginning with procurement/acclimation and ending with final disposition
4) a very brief statement of why any procedure is being done and provide a summary of animal numbers for each experiment (details of the procedures should be described in Section D) 
5) The breeding schemes are to be explained in Section D01, not in the experimental timeline.
If new studies are proposed in an amendment, they should be added here, with the amendment number and new text at the top of the box.

Please see the example protocol found on the following webpage (https://research.iu.edu/forms/iupui-animal-care-and-use.html) on how to write the experimental timeline. 

	

	List the total number of animals requested for all experiments described above.  If more than 1 species, list total for each species.   You do not need to list your breeding animals in this section unless they are used for experiments. 
	


	Species and Number of Animals

	Provide the information requested in the table below.  See the IACUC policy on Assigning Animals to USDA Pain & Distress Categories for further guidance.  
Category B:  Animals being held, bred, or conditioned for use in teaching, experiments, research or surgery, but not yet used for such purposes.
Examples: 

· Holding protocol 

· Animal breeding, pregnancy, parturition or lactation (note: if tail snips or other tissue is collected, Category B is not appropriate)

· Observation of animal behavior in the wild without manipulating the animal or it’s environment
· Euthanasia of animals on a holding protocol following AVMA-acceptable methods (2013 guidelines)

Category C:  Animals that are subject to procedures that cause no pain or distress, or only momentary or slight pain or distress and do not require the use of pain-relieving drugs.  
Examples: 
· Physical or chemical restraint and husbandry procedures, such as applying identification tags, ear notching/punching, tattoos, etc. 

· Routine agricultural husbandry procedures approved by the IACUC in a protocol 

· Holding or weighing animals in teaching, demonstration or research activities 

· Observation of animal behavior in the lab 

· Peripheral injections, blood collection or catheter implantation 

· Gastric gavage 

· Feed studies, which do not result in clinical health problems 

· Live trapping 

· Positive reward training or research 

· Exposure to alteration in environmental conditions (not extreme) with appropriate conditioning and microenvironment 

· Food restriction that reduces the animals weight by no more than 20% of normal age matched controls 
· tail snips or other tissue is collected
Category D:  Animals subjected to potentially painful or stressful procedures for which they receive appropriate anesthetics, analgesics and/or tranquilizer drugs.
Examples: 
· Diagnostic procedures such as laparoscopy or needle biopsies

· Non-survival surgical procedures 

· Survival surgical procedures 

· Post-operative pain or distress w/ analgesics

· Retro-orbital blood collection

· Surgical catheter implantation 

· Induced infections or antibody production 

· Genetically engineered phenotype that causes pain or distress that will be alleviated

· Tumor induction or implantation if alleviation of pain/distress 

· Terminal cardiac blood collection 

· Anesthetize and release (i.e. for blood sampling) of wildlife 

· Studies that involve special housing requests which are exceptions to the Guide such as: housing rodents on wire bottom cages; cages that do not conform to space and height recommendations; requests to house animals outside recommended temperatures

· Exsanguination with anesthesia 
Category E:  Animals subjected to potentially painful or stressful procedures that are not relieved with anesthetics, analgesics and/or tranquilizer drugs. Withholding anesthesia/analgesia must be scientifically justified in writing and approved by the IACUC.   If you list animals in this category, you must provide a detailed justification.  
Examples: 
· Toxicological or microbiological or infectious disease research that requires continuation after clinical symptoms are evident without medical relief or require death as an endpoint. 

· Ocular or skin irritancy testing 

· Water deprivation beyond what is necessary for ordinary pre-surgical preparation where stress or physiologic impairment is a concern

· Food restriction which reduces the animals weight by more than 20% of normal age matched controls

· Application of noxious stimuli that the animal cannot avoid/escape 

· Any procedure for which needed analgesics, tranquilizers, sedatives, or anesthetics must be withheld for justifiable study purposes

· Exposure to extreme environmental conditions

· Paralysis or immobilization of a conscious animal 

· Genetically engineered phenotype that causes pain or distress that will not be alleviated 

· Euthanasia by procedures not approved by the AVMA (2013) 

· Use of adjuvants, which cause death of tissue resulting in tissue sloughing

· Induction of radiation sickness 

· Long-term restraint (days to weeks) 

· Forced exercise 

· Infliction of burns or trauma

· Disease and cancer models that involve chronic clinical signs of disease and impairment of motor function

· Electrofishing

· Studies where death is an endpoint

Notes for Breeding Protocols: 

· The experimental timeline (above) should include all animals involved in experimental procedures.   
· Animals that are generated and genotyped should be included in column C.  This number should come from breeding Section D01.
· Breeders needed to generate pups for experimentation do not need to be in the experimental timeline, but need to be accounted for in the USDA pain classification table below.  
· The number of experimental animals generated from breeding, needs to come from the breeding Section (D01) table. 
· The breeding schemes are to be explained in Section D01, not the experimental timeline above. 

	Pain and Distress Classification Table
Please Note: Weights for USDA covered species are understood to be “approximate”  

	Species
	* Strain/ Nomenclature/
Genotype

	Weight 

or 

Age
	Source (“LARC Vendor” is acceptable)
	** Tg/KO/KI

(check all that apply)
	Total Number of Animals per Category

	
	
	
	
	Tg
	KO
	KI
	B
	C
	D
	E

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Total Numbers of Animals 
	
	
	
	

	Note: The totals should match the number of animals needed for experiments and those generated from breeding (used and not used from the breeding table in the breeding Section D01)

	 ** Nomenclature/Genotype needs to match what will be used to order animals from an outside vendor such as Jackson or Charles River Laboratories.

	* Tg/KO/KI -  Tg = transgenic animal; KO = Knockout animal; KI = Knock-in animal


	Do you have an IBC approved protocol for the animals listed above?

	
	Yes.  Please provide the IBC protocol #
	

	
	No.  Please contact the IBC https://research.iu.edu/contact/directory/index.html 


	**FOR CATEGORY E ANIMALS ONLY

Please complete this section for any Category E animals and provide scientific justification to explain any of the applicable conditions: 

	Category E Conditions (Check all that apply):

	
	Use of anesthetics, analgesics, sedatives or tranquilizers during and/or following painful or distressing procedures is contraindicated due to study design.

	
	The nature of the study involves potentially significant pain or distress that may not be fully relieved even if anesthetics, analgesics, sedatives or tranquilizers would be given.

	
	Death is an endpoint and animals may not be euthanized early due to study design.

	
	Prolonged restraint or other adverse environmental conditions will be in use.

	
	Other:
	

	Provide Scientific Justification for each of the selections above:

	


	Go to Beginning of Document
	Go to Procedures Check List 


	Section B05: Animal Number Justification 


	Address each species individually by copying/pasting this table
Note:  The Guide strongly recommends statistical estimates (power analysis) when possible.  The IACUC believes that a power analysis should be used for justification in the majority of animal research protocols. 

	Species:
	

	The number of animals requested for this protocol is based on the following (select/complete all that apply):

	
	A statistical estimate (power analysis) is used to estimate the number of animals and experimental groups. Please provide the justification, calculations, and details below. 

	

	
	The estimated minimum number necessary to achieve the goals of the research in the absence of a statistical estimate. Explain:

	

	
	The number necessary to obtain sufficient tissue or other material for testing or analysis, i.e. collection of cells for in vitro experiments.  Explain:

	

	
	The number required to provide sufficient technical training or practice for the number of trainees expected. Explain:

	

	
	Other. Explain:

	


	Go to Beginning of Document
	Go to Procedures Check List 


	Section C

	Research Sites/Use Areas


	Where will animals be housed?  

	
	LARC

	
	Methodist Research Institute (MRI)

	
	Other.   Please specify the animal facility:
	

	For other institutions, have you submitted an IACUC form to those campuses?  

	
	Yes

	
	No


	VA (Veterans Administration) Research

	Will live animals be on RLR VAMC (VA) property during this research? 

	
	Yes 

	
	No

	Will VA space be utilized for live animal research?

	
	Yes   

	
	No

	Will VA resources be utilized at the VA, IU, or LARC specifically for live animal research?

	
	Yes   

	
	No

	Will VA paid staff (VA employees, or non-VA employee where IU salary is paid by VA funds) be working with the live animals during this research project? 

	
	Yes   

	
	No

	 If “yes” is indicated to any of the above questions, approval is required from the Veterans Administration Research & Development Committee)  


	Will live animals be used or transported outside LARC?

	
	Yes
	

	
	Note:

· If you are requesting rodents and lower species (such as fish) to be kept outside of LARC for more than 24 hours, you must complete this section and D13: Satellite Housing
· USDA-regulated mammals that are kept outside of LARC is discouraged. If housing outside of LARC is needed for more than 12 hours, the Principal Investigator must consult with the Attending Veterinarian and/or IACUC Chair before planning any experiments. This includes hamsters, gerbils or guinea pigs that would require housing the animals outside LARC more than 12 hours. 

	
	No
	


	Please select procedures below and complete the table as appropriate.
Note: Column 1 and 2 are required to be completed.

	Column 1
	Column 2
	Column 3
	Column 4

	Procedure
	Building and Room number where Records will be kept
(if in LARC, indicate “LARC” below)
	Building and Room Number where the Procedure will take place, if outside of LARC
	Length of Time outside of LARC

Note: Time over 24 hours for rodents or 12 hours for USDA, you will need to complete Section D13

	
	Breeding, Weaning, and Genotyping (D01)
	
	
	

	
	Anesthesia, Sedation, Analgesia (D02 and Appendix 2 and/or 3)
	
	
	

	
	Non-survival Surgery (D03)
	
	
	

	
	Single Survival Surgery (D03 and Appendix 4)
	
	
	

	
	Multiple Survival Surgery (D03 and Appendix 4)
	
	
	

	
	Agent Administration (D04)
	
	
	

	
	Irradiation (D05)
	
	
	

	
	Imaging (D05)
	
	
	

	
	Imaging with Ionizing Radiation (D05)
	
	
	

	
	Other Radioisotope Administration (D05)
	
	
	

	
	Body Fluid, Tissue and Devise Collections and Blood Sampling (D06)
	
	
	

	
	Behavioral Testing or Adverse Stimuli (D07)
	
	
	

	
	Special Caging/Husbandry (D08)
	
	
	

	
	Food/Water Deprivation/Restriction (D08)
	
	
	

	
	Immunization (D09)
	
	
	

	
	Hybridoma (D10)
	
	
	

	
	Physical Restraint (D11)
	
	
	

	
	Laser Use (D12)
	
	
	

	
	Satellite Housing (D13)
	
	
	

	
	Animal Identification (D14)
	
	
	

	
	Euthanasia
	
	
	

	
	CO2 with flow meter
	
	
	

	
	Other Method:
	
	
	
	

	
	Other Non-surgical procedures:

	
	Other:
	
	
	
	

	
	Other:
	
	
	
	


	Is your research being conducted under Food and Drug Administration (FDA) Good Laboratory Practices (GLP) regulations (21 CFR Part 58) to support applications for research or marketing permits for products regulated by FDA?

	
	Yes
	

	
	No


	Go to Beginning of Document
	Go to Procedures Check List 


	Section D

Procedures 


The IACUC Staff will combine the “Core” and “Procedures” sections into one document at the time of submission.  The procedure sections will be placed here.  As the PI, you do not need to combine the documents. 
	Go to Beginning of Document
	Go to Procedures Check List 


	Section E
Expected Experimental Complications and Emergency Management Plan 

Consult a LARC Veterinarian if needed  


	Can the animals be euthanized for health reasons before completion of the research?

	
	No Please provide a scientific justification of why early euthanasia (humane endpoints) cannot be used for this research.

	

	
	Yes Please answer the following questions. 

	Describe any expected complications/symptoms. Include induced disease condition including animal phenotypes from breeding and/or complications from surgeries.

	

	Describe how the animals will be monitored for the development of these complications/symptoms.  Include the frequency of monitoring. 

	

	How will the complications/symptoms be managed/treated prior to euthanasia?

	

	Describe the criteria that will be used in this protocol to determine if and when animals will be euthanized humanely prior to the planned termination of the experiment. 

	

	If emergency veterinary care is required, are there any classes of drugs that cannot be used due to potential for interference with research results? If yes, please provide the types of drugs that must be avoided.

	
	No Any type of emergency drugs may be used based on veterinary discretion.

	
	Yes.  Please describe which drugs must be avoided below. 

	


	Go to Beginning of Document
	Go to Procedures Check List 


	Section F
Disposition and Euthanasia


	Final Disposition of Animal

	
	Euthanasia.  If checked, please complete the questions below. 

	
	Return to Colony

	
	Transfer to a Different Protocol (following IACUC and LARC procedures to transfer animals)

	
	Other:
	


	Select Primary Method of Euthanasia

Euthanasia shall be in accordance with methods approved by the American Veterinary Medical Association (AVMA) guidelines. The AVMA Guidelines for the Euthanasia of Animals (2013) is available from: https://www.avma.org/KB/Policies/Documents/euthanasia.pdf.

A primary method of euthanasia is used to create rapid loss of consciousness followed by cardiac or respiratory arrest and loss of brain function. A secondary (confirmatory) method of euthanasia is required to ensure death.  

· Physical methods of euthanasia (decapitation, thoracotomy, exsanguination, cervical dislocation) may be used when scientifically justified and generally only under general anesthesia.  

· Carbon dioxide must be delivered from a compressed gas cylinder (no dry ice) and must be delivered very slowly to a chamber that has not been pre-filled.

· Perfusion and exsanguination can be considered euthanasia methods, distinct from non-survival surgery, only if no other significant procedures are occurring in association. See the IUSM Euthanasia policy https://research.iu.edu/policies/iupui-animal-care-and-use.html for further details.
Place an “X” to indicate which technique(s) may be used.  

Alternatively, use the “other” text box to describe the methods to be used. Documentation of training specific to the method(s) used is required.

	Technique 

Used
	Species
	Agent or Mechanism
	Method Description 

	
	Mice or Rats
	Anesthetic Overdose 
	[image: image1.png]Carbon Dioxide: Inhalation overdose delivered using a gas
cylinder, flow meter/regulator, and induction chamber. 100%
CO: delivered at a rate such that 20-30% of the volume of the
chamber is displaced per minute.

Isoflurane (5% inhaled): Inhalation overdose with waste gas
scavenging. Using an induction chamber or face mask and
anesthetic machine with vaporizer to deliver the gas;
alternatively, using the method of delivery whereby the rodent
is placed into an induction chamber containing a small amount
of liquid isoflurane (kept separate from the liquid by a physical
barrier).

Pentobarbital sodium: = 120 mg/kg by IP or 1V injection using
commercially available formulations (examples: Beuthanasia-
D®, Euthasol®, Fatal-Plus®, Nembutal®, Socumb®)
Ketamine-Xylazine: Ketamine = 500mg/kg + Xylazine = 25
mg/kg IP





	
	Mice or Rats 
	Intracardiac exsanguination under general anesthesia (closed-chest only):
	[image: image2.png]Anesthetic agents and their proper use are described under
Section D02. Under deep plane of surgical anesthesia, the full
recoverable amount of circulating blood will be removed by

performing a cardiac stick through a closed chest wall using a
syringe-needle set.





	
	Mice, Rats, Rabbit, Dog, Swine
	Perfusion under general anesthesia
	[image: image3.png]Anesthetic agents and their proper use are described under
Section D02.

Agents administered for the perfusion (e.g. saline,
paraformaldehyde) must be included in Section D04.





	
	Details of where/how any incisions will be made, how the perfusion will occur, and the approximate length of time for the procedure must be described below:

	
	

	
	Mice, Rats, Rabbit, Dog, Swine
	Exsanguination under general anesthesia
	[image: image4.png]e Anesthetic agents and their proper use are described under
Section D02. Under deep plane of surgical anesthesia, the full
recoverable amount of circulating blood will be removed.





	
	Details of where/how any incisions will be made, how the blood collection will occur, and the approximate length of time for the procedure must be described below:

	
	

	
	Rabbit, Dog, Swine
	Pentobarbital sodium
	[image: image5.png]2> 120 mg/kg by IP or IV injection using commercially available
formulations (examples: Beuthanasia-D®, Euthasol®, Fatal-
Plus®, Nembutal®, Socumb®)






	
	Rabbit, Dog, Swine
	Potassium chloride under general anesthesia
	[image: image6.png]e Anesthetic agents to be used are described under Section
D02. 2 2 mEq K+/kg (= 75 to 150 mg/kg) potassium chloride is
given by rapid IV or intracardiac injection under deep surgical
plane general anesthesia.






	Secondary Method of Euthanasia
Performing a secondary means of euthanasia is required as a confirmatory step. After the primary method is performed, the animal is assessed to verify the absence of consciousness, respiration, cardiac function, reflexes, and muscle tone. A secondary method is then carried out, usually using a physical method. 

Place an “X” to indicate which technique(s) may be used. Alternatively, use the “other secondary method” text box to describe the methods to be used. Documentation of training specific to the method(s) used is required.

NOTE:  Cervical dislocation cannot be used in rats > 200 g body weight as it is not effective.



	Technique 

Used
	Species
	Method 

	
	Mouse
	[image: image7.png]One or more of the following will be used: Cervical dislocation, bilateral
pneumothorax, decapitation, exsanguination, heart removal





	
	Rat
	[image: image8.png][one or more of the following will be used: Bilateral pneumothorax,
decapitation, exsanguination, heart removal





	
	Rabbit, Dog, Swine
	[image: image9.png]One or more of the following will be used: Bilateral pneumothorax,
exsanguination, heart removal





	Other secondary method: If different species or methods will be used please describe. 

	


	Alternative Method of Euthanasia: Physical Method Alone 

If a physical method of euthanasia such as cervical dislocation or decapitation is used without sedation or anesthesia, scientific justification is required. Please provide a detailed description of the proposed method(s) and the justification for why sedation or anesthesia cannot be used. 

	


	Please note:  If LARC Personnel are requested to perform euthanasia, a written request specifying the animal(s) and date to perform such euthanasia must be signed by the principal investigator, co-investigator, faculty sponsor or responsible technician.


	Go to Beginning of Document
	Go to Procedures Check List 


	Section G
Justification for the Use of Animals, Unnecessary Duplication 

& The 3 R’s (Replacement, Refinement, Reduction)


	Animal Justification
The justification for using live vertebrate animals rather than alternative means of achieving the research goal is: (check all that apply) 

	 
	The complexity of the processes being studied cannot be duplicated or modeled in simpler systems because: 

	

	 
	There is not enough information known about all the processes being studied to design nonliving models.  (explain): 

	

	
	Other (explain): 

	


	Species Justification

Address each species individually by copying and pasting this table for each species

	Species:
	  

	 This species was selected for the research because of the following attributes (select all that apply):

	 
	A large database exists allowing comparisons with previous data. (explain):

	

	 
	The anatomy or physiology is uniquely suited to the research proposed. (explain):

	

	 
	This is the lowest species on the phylogenetic scale that is suitable for the proposed research. (explain):

	

	
	Other attributes (details required):

	


	Duplication
Animal welfare regulations do not allow unnecessary duplication of previous experiments.   

	Do any of the studies proposed duplicate previous experiments? 

	
	No

	
	Yes.  Please explain why it is scientifically necessary to replicate the/these experiments: 

	

	
	NA.  This is a teaching activity involving different student groups. 


	Painful Procedures – non-USDA species
Note:  The IACUC recommends the use of this site if you need assistance: http://iupui.campusguides.com/iacuc

	
	For all pain category D (anesthesia / analgesia provided to relieve potential pain) and pain category E (pain not relieved by anesthesia / analgesia) animals use procedures, by checking this box, I certify that I have reviewed the pertinent scientific literature and the sources and/or databases and found no scientifically acceptable alternative to any of those procedures that would result in less pain or distress.  Note:  Keep a copy of the search, but you do not need to send the search with your IACUC protocol.  The IACUC may ask to see the search during the semi-annual inspections. 


	Painful Procedures –USDA species only
(Rodents are not considered a USDA covered species) 

Pain Category C, D or E

This table need to be complete only if you are using USDA covered species 

in pain category C, D or E as designated in the Species and Number of Animals table above

Note:  Keep a copy of the search, but you do not need to send the search with your IACUC protocol.  The IACUC may ask to see the search during the semi-annual inspections.



	Place an X in the checkboxes that apply to indicate which databases were used:

	
	 Ovid Medline
	
	PubMed Medline
	
	EMBASE
	
	Scopus
	
	Other

	Date(s) the database search was performed:
	

	Years covered by the search (e.g., 1985 to present):
	

	Keywords used in the search: (make sure and include the name of the species you are using in your key word search)
	

	Did the literature search reveal less painful alternatives to the potentially painful procedures that were proposed? 

	
	No alternatives were found

	
	Yes, but they cannot replace the procedures that were proposed for the following reason(s):

	Potentially Painful Procedures in this Protocol

(match to keywords used)
	Write a BRIEF explanation why the alternatives found to this potentially painful procedure were not acceptable alternatives.

	
	

	
	


	Go to Beginning of Document
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	Section H
Principal Investigator Assurance


	Review each statement and check each box to indicate agreement.  Completion of the checkboxes and the signing of this form are the responsibility of the Principal Investigator.  Completion of the approval process will fulfill Public Health Service and USDA requirements under the federal Animal Welfare Act, and will serve as documentation for the users and the public of Indiana University School of Medicine's commitment to the humane care and use of animals. 


	 I certify that: 

	
	These studies will be conducted in compliance with Public Health Service (PHS) policy, The Animal Welfare Act, “The Guide for the Care and Use of Laboratory Animals", and other applicable University policies and procedures. 

	
	All individuals listed on the protocol will read and understand the appropriate sections of the protocol, will enroll in the occupational health program, and will receive appropriate training in the procedures that they will be conducting prior to participating in the research.  

	
	The IACUC and the appropriate LARC Veterinary Personnel will be notified regarding any unexpected research results that impact the welfare of the animals and any unanticipated pain or distress, morbidity, or mortality as soon as possible.

	
	All procedures, treatments, anesthetic and analgesic regiments will be adhered to as outlined in this protocol and any changes to these studies will be submitted to the IACUC via an amendment form and not initiated until approved by the IACUC. 

	
	The proposed work will utilize pharmaceutical grade compounds whenever possible, as is consistent with PHS policy and the use of non-pharmaceutical grade materials, when necessary, will be carried out in accordance with policies of the Indiana School of Medicine IACUC.

	
	The proposed work is congruent with the scope of any grants or external funding arrangements listed in the funding section of this protocol.  

	
	Any use of videos or photos is consistent with the LARC policy.

	
	I understand approval for this IACUC protocol will be strictly limited to a length of 3 years per PHS Policy and that in order to continue similar research beyond this time, a new protocol must be submitted to the IACUC and approved before the present protocol expires. In order to continue animal work without interruption, I understand that it is strongly recommended that I submit any replacement protocols a minimum of 3 months in advance of the expiration date so as to allow sufficient time for the IACUC review process. I understand that failure to have an approved IACUC protocol in place means I will be unable to conduct work with animals and in many cases may be unable to use NIH grant money to pay for animal housing during the period of time my protocol is expired.

	
	I will alert the LARC ABSL-2 veterinary staff at LARChaz@iupui.edu 3 business days before starting any animal work with a biohazard, chemical hazard, or other hazardous agent. This ensures that LARC staff can prepare the animal housing room adequately for the proposed hazard.


	I acknowledge responsibility for this protocol.   

	
	

	Typed Name or Electronic Signature of PI
	Date
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