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· Please e-mail completed forms to iacuc@ucr.edu, Office of Research Integrity, 209 UOB, for IACUC review. 


	UC Riverside Animal Care and Use Protocol Application 

E-mail to: iacuc@ucr.edu
Please use a minimum font size of 10

Handwritten forms are not accepted
	Combined Rodent Breeding & Experiment Protocol:

Submitted:

Revised:

Amended:  

Approved:

Expires:


	1.0
	Investigator
	
	Additional Contact

	Last Name:
	
	Last Name:
	

	First:
	
	First:
	

	Middle:
	
	Middle:
	

	Email:
	
	Email:
	

	Department
	
	Department
	

	Campus phone:
	
	Campus phone:
	

	Cell:
	
	Cell:
	

	After hrs. phone:
	
	After hrs. phone:
	


	
	
	
	
	
	

	1.1 Project Title:
	

	
	

	Previously approved AUP
	Yes:
	
	No:
	
	

	If yes, previous protocol #:
	

	
	

	Is the project funded?
	Yes:
	
	No:
	
	

	1.1 Funding Source
	


	1.3 Project Type (check all that are appropriate)

	Research Project
	
	

	Classroom Teaching
	
	

	Field Study
	
	

	Other (describe)
	
	




1.4 Procedures: Provide a brief, one to two sentence layman’s description of the procedures employed on the animals in this project. 


	1.5 Species (common name)
	Total # for AUP
	Source

	
	
	

	
	
	

	
	
	




1.6 Animal Husbandry Requirements: Describe general requirements, include any special husbandry conditions; food, water, temperature, humidity, light cycles, caging type, and bedding requirements.


1.7 Environmental Enrichment:

Federal regulations require environmental enrichment for all laboratory animals, e.g., co-housing, tubes, hide boxes, foraging supplements, etc. However, the IACUC is aware that environmental enrichment may not be suitable for some research protocols.

 If environmental enrichment is not suitable for your research protocol please justify below. Otherwise leave blank.


	1.8 Animal Housing                                            
	check if yes                                     Location

	Animals not housed                       
	
	

	Non-vivaria location – animals kept >12 hours:
	

	Non-vivaria location – animals kept <12 hours:
	

	Approved Vivaria Location:
	

	Vivaria Space Pending
	
	

	Will your existing space be sufficient?*
	
	

	Animals Maintained by:
	

	Vivarium
	
	

	Investigator (attach husbandry SOP)
	
	

	Other (attach husbandry SOP)
	
	

	* Contact the Campus Vet, 2-6332, if new or additional space will be needed


	
	
	

	1.9 Instructions for animal care staff: Include:
· Which strains or experimental situations require PI notification if an animal is found dead.  

· Any specific / unusual handling, care or monitoring needed by these animals.

.
	

	
	

	
	
	

	
	
	

	1.10 What Veterinarian or veterinary clinic will provide care for your animals? (check one)
	

	Office of the Campus Veterinarian
	

	Other Veterinarian*:
	

	Day phone:
	

	Emergency phone:
	

	Address:
	

	Fax:
	

	Email:
	


*Please contact the Office of the Campus Veterinarian, 827-6332 for current information about training and record keeping requirements.
2.0 Hazardous Materials and Reagents: Please provide the following information about the use of hazardous materials and reagents in your AUP. Complete section 9.0 in addition to this section, if hazardous materials and reagents are used in the AUP. Contact Environmental Health and Safety (951-817-2648) for assistance in completing sections 2.0 and 12.0.

 “No” should be checked if hazard not being used.
	Infectious Agent? (e.g. Viruses, Bacteria, Prions) or Recombinant DNA?
	Yes
	
	No
	
	

	
	Agent(s):
	

	
	In Vivarium:
	
	
	
	

	
	In Lab:
	
	
	
	

	Wild Caught Animals that are Potential Carriers of Zoonotic Disease
	Yes
	
	No
	
	

	
	Species & Disease(s):
	

	
	In Vivarium:
	
	
	
	

	
	In Lab:
	
	
	
	

	Ionizing Radiation? 
(e.g., Cs137, P32, H3, S35)?
	Yes
	
	No
	
	

	
	Radiation:
	

	
	In Vivarium:
	
	
	
	

	
	In Lab:
	
	
	
	

	High-Field Intensity Non-Ionizing Radiation?
	Yes
	
	No
	
	

	
	Radiation:
	

	
	In Vivarium:
	
	
	
	

	
	In Lab:
	
	
	
	

	Anesthetic Gas?
	Yes
	
	No
	
	

	
	Gas:
	

	
	In Vivarium:
	
	
	
	

	
	In Lab:
	
	
	
	

	Chemical Carcinogen?
(Calif. Prop 65 List)*?
	Yes
	
	No
	
	

	
	Chemical:
	

	
	In Vivarium:
	
	
	
	

	
	In Lab:
	
	
	
	

	Toxic Chemical or Select Agent** (LD50xmg/kg)?
	Yes
	
	No
	
	

	
	Reagent(s):
	

	
	In Vivarium:
	
	
	
	

	
	In Lab:
	
	
	
	

	Flammable Material?


	Yes
	
	No
	
	

	
	Specify:
	

	
	In Vivarium:
	
	
	
	

	
	In Lab:
	
	
	
	

	Other?


	Yes
	
	No
	
	

	
	Specify:
	

	
	In Vivarium:
	
	
	
	

	
	In Lab:
	
	
	
	

	
	
	
	* See web site www.oehha.ca.gov/prop65/prop65_list/newlist.html.

	
	
	
	** See web site www.cdc.gov/od/ohs/lrsat.htm.

	2.1 Minimum Personal Protective Equipment: Check applicable entries.
	

	Protective outer clothing, e.g., lab coat, disposal gown or surgical scrubs
	
	

	Safety glasses or disposable face shield
	
	

	Disposable gloves
	
	

	Non-slip shoe covers or disposable booties
	
	

	Face mask of filtering face piece (N-95)
	
	

	Other (please specify)
	




3. Objective and Significance:
Please provide a brief description of the objectives and significance of the study, bearing in mind your target audience may be a faculty member or private citizen from an unrelated discipline.



Significance: Please provide a statement of relevance to human or animal health, the advancement of knowledge, or the good of society.


4.0 Procedures:

4.1 Breeding Procedures:

Please check all procedures that apply.  Non-standard modifications should be described in Section 3.1.  

Useful breeding information can be found at (http://www.research.uci.edu/tmf/husbandry.htm, http://www.complextrait.org/archive/2001/HTML/silverbook/index.shtml)
	
	Pairing: Standard – single female and single male in cage.

	
	Pairing: Harem – single male and multiple females in cage.  Caution: Consult the UCR IACUC Policy on Cage Density (http://research.ucr.edu/about/policies-ucr.aspx?k=128) to determine limitations to harem breeding schemes.

	
	Fostering: More than one litter is placed in the same cage to encourage fostering.  Caution: consult with the Campus Veterinarian to ensure regulations on animal numbers for specific ages are met.

	
	Weaning: Standard mouse or rat weaning is performed at 19-28 days.  

For other species, please state range of days during which weaning will occur: _______________________

	
	Sexing and pregnancy staging: Animals are removed from cage and gently handled to view, and then returned to the cage.  Vaginal smears are obtained with swabs or the introduction of saline into the vagina with a pipet.

	
	Weighing: Animals are removed from cage and weighed (may be inside a container), and then returned to the cage.   If animals must be anesthetized, please explain Section 3.1 and complete Section 3.4 for anesthetic details.

	
	Genotyping: Standard tail snip.  

   In the mouse, the terminal tail is ossified and innervated between 2 and 4 weeks of age. Thus, tail sampling is recommended in mice less than 3 weeks of age. Tail biopsy can be performed without anesthesia in mice 3 weeks of age or less.  Tail snip may be performed on animals over 3 weeks of age, but animals should be anesthetized with a short acting anesthetic (e.g. isoflurane).  Anesthesia is required for secondary and subsequent tail clip procedures regardless of the age of animals.  

   Tail tip removal should be performed using sharp, sterile scalpel blades or scissors. If tail biopsies are performed on multiple mice, instruments must be disinfected appropriately between animals.  The amount of tissue removed should not exceed 0.5cm.   If a cauterizing agent becomes necessary, styptic powder is recommended.

	
	Identification: Eartagging (mouse) – Standard eartagging involves the application of a tag (not larger than 5mm x 5mm) to one ear.  For alternative methods or other species, please describe in Section 3.1.

	
	Isoflurane anesthesia: Isoflurane may be administered using a precision vaporizer.  Alternatively, for short (<8 minute) procedures, an anesthetic chamber (transparent) may be used to achieve 2-3% isoflurane (e.g. see “Alternatives to Methoxyflurane” at http://research.ucr.edu/ocv/laboratory-animal-guide/anesthesia-and-analgesia.aspx)

	
	Monitoring and disposition of distressed and morbid animals: Animals exhibiting the following will either be euthanized or treated as recommended by the Campus Veterinarian:

a. Acute severe unresolved weight loss; greater than 15%, within a 2-4 week period.

b. Acute severe dehydration (greater than 5%), determined by increase in skin elasticity, sunken eyes, or weight loss, that is not remedied by hydration intervention.

c. Acute to chronic unresolved diarrhea.

d. Acute to chronic unresolved infection.

e. Acute unresolved respiratory distress.

f. Acute to chronic unresolved edema, inflammation, discharge or bleeding either independent or concurrent with the experimental surgical sites.

g. Unconscious or poorly responsive to stimuli.

h. Severe weakness.

i. Loss of righting reflex

j. Abnormal neurological signs such as ataxia, head tilt, circling, seizures.

k. Abnormal hunched posture or unwillingness to move unresolved by analgesia.

l. Inability to eat or drink.

m. Poor grooming.

n. Abnormal vocalizations.

o. Abnormal increase in aggressive behavior upon handling.

p. Anorexia.

	Euthanasia: even if not planned, a method of euthanasia must be provided for distressed or morbid animals.  Please check box(es) below indicating euthanasia methods.  If an unlisted choice is required, please describe in section 4.1a.

	
	CO2 – CO2 must be obtained from a gas cylinder (not dry ice) and administered in a clear container (so that the animal may be monitored).

	
	Isoflurane anesthesia followed by cervical dislocation or decapitation – Isoflurane may be administered using a precision vaporizer.  Alternatively, for short (<8 minute) procedures, an anesthetic chamber (transparent) may be used to achieve 2-3% isoflurane (e.g. see “Alternatives to Methoxyflurane” at http://research.ucr.edu/ocv/laboratory-animal-guide/anesthesia-and-analgesia.aspx).

	
	Ketamine/xylazine anesthesia followed by cervical dislocation or decapitation. 

Mice: Ketamine, 80 mg/kg; IP + Xylazine, 10-16 mg/kg; IP

Rats: Ketamine, 22-44 mg/kg + Xylazine 2.5-10mg/kg; IM



	
	Pentobarbital anesthesia followed by cervical dislocation or decapitation. 

Mice: Pentobarbital, 40-90 mg/kg; IP

Rats: Pentobarbital, 35-45 mg/kg; IP

	Pain & Distress Category:

	
	Category 1 - Standard pairing, weaning, sexing, weighing, with tail snips done <3 weeks of age.

	
	Category 2 – Standard pairing, weaning, sexing, weighing, with tail snips done >3 weeks of age or eartagging.


4.1a  Use this space to describe:

· Modifications to breeding procedures checked above.

· All other procedures used during the breeding and maintenance of this colony(ies).  

· Any specific / unusual handling, care or monitoring needed by these animals.

If other procedures are described above, please provide a Pain & Distress Category:

	Procedures and Drugs
	Pain and Distress Category (1-4) *

	
	

	
	


* Pain and Distress Categories

	Category
	Description

	1
	Little discomfort or stress.

	2
	Minor stress or pain of short duration.

	3
	Moderate to severe distress.

	4
	Severe pain near, at or above the pain tolerance threshold. 
Requires annual institutional USDA report.


Further descriptions of these categories are included in the instructions following this document.


4.1b Number of animals used for and generated by breeding colonies: The maximum number of animals in your colonies during the three year period covered by this protocol should be listed in the box below.  

All mice weaned, used prior to weaning, or euthanized prior to weaning must be counted, regardless of genotype, sex, etc. (i.e. whether usable for related experiments or not).  Counting may be done at weaning (or earlier if the animals are to be used prior to weaning).
If more than one species is described in this protocol, please provide this number for each species separately. 



Explain the numbers needed.  For example, this justification might include the following if relevant:

· The number of discrete breeding colonies (e.g. different transgenic groups).

· Whether the animals in any specific colony exhibit breeding difficulties.

· Whether the animals in any specific colony exhibit poor survival.

· Whether the existing colonies will be mixed (e.g. creation of double/triple transgenics) to either obtain individual animals for experiments or to generate a new discrete breeding colony).



4.2 Experimental Procedures: 
Describe the use of animals in your project in detail. Use terminology that will be understood by individuals outside your field of expertise.  Please write a detailed description of all animal procedures in a logical progression, beginning with receipt of the animals and ending with euthanasia or the study endpoint. List each study group and describe all the specific procedures that will be performed on each animal in each study group. 

Please provide a complete description of the surgical procedure(s) including Anesthesia, Analgesia, and/or   Neuromuscular blocking agents. 

SOP:  If the procedure(s) will be performed by vivarium or veterinary staff with an established, IACUC-approved Standard Operating Procedure (SOP), please identify SOP title.  If not, please provide a detailed copy of the procedures.

Field Studies: If animals in the wild will be used, describe how they will be observed, any interactions with the animals, whether the animals will be disturbed or affected, and any special procedures anticipated. Indicate if Federal or State permits are required and whether they have been obtained. 



4.2A Study Groups and Numbers: Define, in the form of a table, the numbers of animals to be used in each experimental group described above. The table may be presented on a separate page as an attachment to this protocol if you prefer.  The format should be four columns: Study Group, Procedures and Drugs, Number of Animals, Category of Pain and Distress.  The number of rows should follow from the number of study groups; you may add as many rows as you require.  The chart must fully account for the number of animals you intend to use under this protocol.  Assign each group to a pain and distress category according to the chart below.

	Study Group
	Procedures and Drugs
	Number of Animals
	Pain and Distress Category (1-4) *

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


* Pain and Distress Categories

	Category
	Description

	1
	Little discomfort or stress.

	2
	Minor stress or pain of short duration.

	3
	Moderate to severe distress.

	4
	Severe pain near, at or above the pain tolerance threshold. 
Requires annual institutional USDA report.


Further descriptions of these categories are included in the instructions following this document. 



4.3 Drugs to be used (except for euthanasia); anesthetics, analgesics, tranquilizers, neuromuscular blocking agents or antibiotics: Post-procedural analgesics should be given whenever there is possibility of pain or discomfort that is more than slight or momentary. 







 [  ] Not Applicable

 Provide the following information about any of these drugs that you intend to use in this project

	Species
	Drug and vehicle
	Dose (mg/kg)
	Route
	Volume
	When and how often will it be given?

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


	
	Yes
	No
	

	4.4 Was Surgery noted in section 4.2?
	
	
	

	Where will the surgery be conducted? (Building and room)

	

	Who will be the surgeon?

	

	
	
	
	

	
	Yes
	No
	

	4.5  Will this project involve Multiple Major Surgical Procedures?
	
	
	

	If yes, provide a scientific justification
	
	
	

	

	
	
	
	

	4.6 Post-surgical monitoring: please complete the following:
	
	
	

	Please identify the physiologic parameters monitored, and interval(s) and for what duration of monitoring.

	

	When will analgesics be administered and at what interval(s)?
	
	
	

	

	If post-operative analgesics cannot be given, please provide scientific justification.
	
	
	

	

	
	
	
	

	
	Yes
	No
	

	4.7  Will Anesthesia be given? (for surgery or otherwise)
	
	
	

	Please identify the physiologic parameters monitored during the procedure to assess adequacy of anesthesia and when additional anesthesia will be administered.

	

	
	
	
	

	
	Yes
	No
	

	4.8  Will Food or Fluid be Restricted?
	
	
	

	*Please be sure to address food/fluid restriction in Section 5.0 Adverse Effects
	
	
	

	Length of food/fluid restriction(s)
	
	
	

	

	Amount (partial or complete deprivation)?
	
	
	

	

	
	
	
	

	
	Yes
	No
	

	4.9  Will Neuromuscular Blocking Agents be used?  
	
	
	

	These agents can conceal inadequate anesthesia and therefore required special justification.  If using a neuromuscular blocking agent, please complete the following:

	Why do you need to use a neuromuscular blocking agent?

	

	What physiologic parameters are monitored during the procedure to assess adequacy of anesthesia?

	

	Under what circumstances will incremental doses of anesthetics-analgesics be administered?

	

	
	
	
	

	5.0 Adverse effects:

	Describe all significant adverse effects that may be encountered during the study (such as pain, discomfort; reduced growth, fever, anemia, neurological deficits; behavioral abnormalities or other clinical symptoms of acute or chronic distress or nutritional deficiency). If genetically-altered animals are used, please describe any potential adverse effects that could be associated with the desired genotype, if known.

	

	Describe criteria for monitoring the well-being of animals on study and criteria for terminating/modifying the procedure(s) if adverse effects are observed.

	

	How will the signs listed above be ameliorated or alleviated? Please provide scientific justification if these signs cannot be alleviated or ameliorated.

	

	Note: If any significant adverse effects not described above occur during the course of the study, a complete description of these unanticipated findings and the steps taken to alleviate them must be submitted to the IACUC as an amendment to this protocol.  



	
	
	
	

	6.0  Disposition of animals: At what point in the study, if any, will the animals be euthanized?

	

	

	
	Yes
	No
	

	6.1  Is Death an Endpoint in your experimental procedure?
	
	
	

	"Death as an endpoint" refers to acute toxicity testing, assessment of virulence of pathogens, neutralization tests for toxins, and other studies in which animals are not euthanized, but die as a direct result of the experimental manipulation.  If death is an endpoint, explain why it is not possible to euthanize the animals at an earlier point in the study.  If you can euthanize the animals at an earlier point, describe the clinical signs that will dictate euthanasia.

	

	

	6.2 Surplus animals: What will you do with any animals not euthanized at the conclusion of the project?

	


6.3 Methods of euthanasia: Even if your study does not involve killing the animals, you should show a method that you would use in the event of unanticipated injury or illness. If anesthetic overdose is the method, show the agent, dose, and route.

	Species
	Method
	Drug
	Dose (mg/kg)
	route

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


  7.0 Literature search for alternatives and unnecessary duplication:
Federal law specifically requires this section. You are required to conduct a literature search to determine that either 1) there are no alternative methodologies by which to conduct this class/lab, or 2) there are alternative methodologies, but these are not appropriate for your particular class/lab.  "Alternative methodologies" refers to reduction, replacement, and refinement (the three R's) of animal use, not just animal replacement.  You must also show that this use of animals is not unnecessarily duplicative of other studies. 

UC Davis and Johns Hopkins University provide on-line access to a number of databases that can be used to search for alternatives. Visit http://www.vetmed.ucdavis.edu/Animal_Alternatives/main.htm, or http://altweb.jhsph.edu. Additional links can be found at the UCR, campus veterinarian, website; http://research.ucr.edu/OCV/.  

	What was the date on which you conducted this search?  
	


7.1 List the databases searched or other sources consulted. List a minimum of two databases searched and/or other sources consulted (e.g. Campus Veterinarian). Include the years covered by the search.  The literature search must have been performed within the last six months.
	Database Name
	Years Covered
	Keywords / Search Strategy

	
	
	

	
	
	

	
	
	

	
	
	


	7.2 Result of search for alternatives: Please comment on the application(s) of any identified alternatives, including how these alternatives may be or may not be incorporated to modify a procedure to either lessen or eliminate potential pain and distress.

	

	

	7.3 Animal numbers justification: Please describe the consideration given to reducing the number of animals required for this study; this could include any in vitro studies performed prior to the proposed animal studies.  Please also provide information on how you arrived at the number of animals required.  If preliminary data is available and if relevant, please provide a power analysis or other statistical method used to determine the number of animals necessary.  For studies where a statistical method such as a power analysis is not appropriate (such as pilot studies, tissue collection), please provide a brief narrative describing how the requested animal numbers were determined to be necessary.

	

	

	7.4 Species rationale: Please provide the rationale for the species chosen, and any consideration given to the use of non-mammalian or invertebrate species, or the use of non-animal systems (e.g., cell or tissue culture, computerized models).

	

	

	
	Yes
	No
	

	7.5 Has this study been previously conducted?
	
	
	

	If the study has been conducted previously, explain why it is scientifically necessary to replicate the experiment.

	

	


8.0 Project Roster:  Please provide the names of all the individuals who will work with animals on this project.  This page is not subject to FOIA requests.  Please provide either the University Employee ID number OR a valid UC Riverside e-mail address, in order for the IACUC to confirm that the requirements of training and occupational health for regulatory agencies have been met.  Include all investigators, student employees, post-doctoral fellows, staff research associates, post-graduate researchers, and laboratory assistants who will actually work with the animals.  You do not need to include the vivarium staff in which your animals will be housed, unless they are an active participant in the proposed research plan, or staff members that are only working with tissues or animals post-euthanasia.  This roster is specifically for individuals working with live vertebrate animals.

Occupational Health Program: Supervisors must enroll their employees in the campus Animal Users Occupational Health Program. For further information, visit our web site at, http://research.ucr.edu/ori/committees/iacuc.aspx#RequiredTraining.

Training: Federal regulations require that all UCR personnel participating in animal research, teaching and care, including the protocol Principal Investigator (PI) complete the UCR Animal Care and Use Training and Education program before initiating animal research activities (http://research.ucr.edu/ori/committees/iacuc.aspx#RequiredTraining). Enrolling in the UCR Occupational Health Program is a component of the training program. New protocols cannot be approved without completion of the training, health and education program. Training is not required for individuals that only handle animal tissue and blood products.

Supervisors are responsible for insuring that their employees are adequately trained both in the specifics of their job and in the requirements of the Federal Animal Welfare Act.

The principal investigator is responsible for keeping this roster current.  You must inform the Office of the Campus Veterinarian when staff are added or subtracted from this project. To add a person (after they have completed the required training and forms), submit an AUP Personnel Add Form indicating that you would like to “add the person to your protocol” to IACUCtraining@ucr.edu, Room 209 University Office Building.  
	Last Name
	First Name
	Middle Initial
	Title/Degree

	
	

	UCR ID Number OR E-mail address:

	Describe training and experience relevant to the procedures described in this protocol:




	Last Name
	First Name
	Middle Initial
	Title/Degree

	
	

	UCR ID Number OR e-mail address:

	Describe training and experience relevant to the procedures described in this protocol:




	Last Name
	First Name
	Middle Initial
	Title/Degree

	
	

	UCR ID Number OR e-mail address:

	Describe training and experience relevant to the procedures described in this protocol:




	Last Name
	First Name
	Middle Initial
	Title/Degree

	
	

	UCR ID Number OR E-mail address:

	Describe training and experience relevant to the procedures described in this protocol:




	Last Name
	First Name
	Middle Initial
	Title/Degree

	
	

	UCR ID Number OR e-mail address:

	Describe training and experience relevant to the procedures described in this protocol:




	Last Name
	First Name
	Middle Initial
	Title/Degree

	
	

	UCR ID Number OR e-mail address:

	Describe training and experience relevant to the procedures described in this protocol:




	Last Name
	First Name
	Middle Initial
	Title/Degree

	
	

	UCR ID Number OR e-mail address:

	Describe training and experience relevant to the procedures described in this protocol:




9.0 Materials Transfer Agreement.

Does this AUP require the transfer of research material into or out of the UC Regents system?
[  ] Yes    [  ] No

Does the transfer of research material require a Materials Transfer Agreement? 

[  ] Yes    [  ] No

If the transfer of research material requires a Materials Transfer Agreement, please supply a copy of all pending or approved agreements.

Questions regarding Material Transfer Agreements should be addressed to mta@ucr.edu, Manager of Intellectual Property Services, Office of Research and Economic Development, 245 UOB.

10.0 Assurances for the Humane Care and Use of Vertebrate Animals:

Principal Investigator's Statement:

I have read and agree to abide by the policies outlined in the UC Riverside’s Institutional Animal Care and Use Committee training manual.  This project will be conducted in accordance with all applicable laws, policies, and regulations governing the use of animals including: the provisions of the PHS/NIH Guide for the Care and Use of Laboratory Animals in research and instruction; the ILAR Guide for the Care and Use of Laboratory Animals; and the UC Riverside Animal Welfare Assurance on file with the US Public Health Service.

These proposed research activities do not unnecessarily duplicate previous experiments.

I will advise the Animal Use and Care Administrative Advisory Committee in writing of any significant changes in the procedures or personnel involved in this project.  

	
	
	

	Principal Investigator (may be typed if emailed from PI’s UCR email)
	Rank / Title
	Submission  Date


IACUC Use Only

	
	Yes
	No
	

	IACUC Requirements for Post-Approval Monitoring:

Checkbox and text to be completed by the IACUC

If “No” is checked, Post-Approval Monitoring is NOT required for this protocol.  Laboratories may still be inspected during the Semi-annual inspections.  The Campus Vet and the IACUC may still choose to inspect any animal use area at any time.
	
	
	

	

	If yes is checked, some procedures in this protocol WILL require Post-Approval Monitoring.  The IACUC will use this box to describe the Post-Approval Monitoring requirements (procedures involved, timing and regularity of the monitoring.



	

	

	
	
	Specify

	Monitoring will be done by:
	
	

	Campus Vet
	
	

	Specified IACUC Member(s):
	
	

	IACUC members (general)
	
	

	Other:
	
	


	Final Disposition of this protocol:

__________  Approved by Chair/Vice-Chair

__________  Approved by IACUC Review

__________  Not Approved by IACUC Review

__________  Withdrawn by Investigator

Date of Action:  ______/______/__________                
	


 The term of an approved IACUC AUP is three years. 

11.0 Antibody Production Project Description: You may complete this page in lieu of section 4.0, if your project involves only polyclonal or monoclonal antibody production on-campus. Application for off-campus custom antibody production, from approved vendors only requires submission of the Custom Antibody Production (Off-Campus Facilities) application form which can be found online at, http://research.ucr.edu/about/forms/research-integrity-forms.aspx#IACUC.
	11.0 Will these animals be used for antibody production?
	[  ] Yes    [  ]   No

	11.1
	Polyclonal or Monoclonal antibodies?
	


	11.2
	What type(s) of antigen will be used?
	

	
	Will the antigens be sterile?
	


	11.3
	What adjuvant will be used for the initial injection?
	

	
	What adjuvant will be used for subsequent injections?
	


	11.4
	What route will be used for injections?
	

	
	What anatomical location will be injected?
	

	
	How many injections at one time?
	

	
	How frequently will injections be given?
	

	
	What volume will be injected at each site?
	


	11.5
	Polyclonal Blood collection Procedures:
	
	
	

	
	Who will collect the blood?
	

	
	From what anatomical location?
	
	
	

	
	How frequently will blood be collected?
	
	Volume?
	

	
	Will the animals be sedated?
	[  ]   Yes   [  ]  No
	
	


	11.6
	Will monoclonal antibodies be produced in mice bearing ascites tumors?
	[  ]   Yes   [  ]  No

	
	How often will the animals be assessed for abdominal distention?
	

	
	Will the animals be sedated for tapping?
	[  ]   Yes   [  ]  No


Note:  Only 1 tap is permitted per animal.   If you are producing monoclonal antibodies using ascites tumors in mice, section 7.2, Alternatives, must explain why an in vitro system is not suitable for your study.
	11.7
	Sedation & Anesthesia for blood or ascites collection. If the animals will be sedated for either injections or collections, please indicate the species, drug, dose and route:


	Species
	Drug
	Route
	Dose (mg / kg)

	
	
	
	

	
	
	
	

	
	
	
	

	11.8
	What criteria will be used to determine that the animals should be euthanized rather than continue to be used?


	


	12.0 HAZARDOUS MATERIALS INFORMATION

Complete this form if you will be using hazardous materials and reagents in your AUP. Contact Environmental Health and Safety (951-786-2648) for assistance in completing sections 2.0 and 12.0.

If this AUP indicates the use of biohazards, this AUP will be reviewed by the Institutional Biosafety Committee and must be approved by the IBC prior to IACUC approval of this AUP.    
If this form indicates the use of radiation or chemical hazards, this form will be reviewed by EH&S for appropriate safety precautions.
	PROTOCOL #________

EXPIRES: _​​​________
_____ Reviewed by Biological Safety Officer

_____ Reviewed by Radiation Safety Officer
_____ Reviewed by Environmental Health & Safety


	
	


	Identity of Hazard:
	

	 Last Name:
	
	Department:
	

	First Name:
	
	Phone:
	

	Email:
	
	Fax:
	

	Laboratory Building:
	
	Room(s):
	

	Vivarium:
	
	Room(s):
	


	
	
	
	

	
	
	
	

	Provide a short description of the reagent(s):
	
	
	

	

	
	
	
	

	This material/ reagent is hazardous for:
	

	Humans only
	
	
	

	Animals only
	
	
	

	Humans and Animals
	
	
	

	For which Animal Species?
	

	The reagent can be spread by:
	
	
	

	Blood
	
	
	

	Feces/urine
	
	
	

	Saliva/nasal droplets
	
	
	

	Does not leave animal
	
	
	

	Other:
	

	Describe any human health risk associated with this agent:
	
	
	

	

	
	
	
	

	The precautions checked below apply to this experiment:
	

	The researcher or his/her technicians are responsible for the feeding and care of these animals.
	
	
	

	The following items must be assumed to be contaminated with hazardous material and must be handled only by the researcher or his/her technicians.
	
	

	Cage
	
	
	

	Stall
	
	
	

	Water Bottle
	
	
	

	Animal Carcasses
	
	
	

	Bedding 
	
	
	

	Other:
	
	
	

	Cages must be autoclaved before cleaning.
	
	
	

	Label cages and remove label after decontamination.
	
	
	

	Animal carcasses must be labeled and disposed of as follows:
	

	Incineration
	
	
	

	Bag and Autoclave
	
	
	

	Biohazardous Waste Container
	
	
	

	EH&S will pick-up (x5528)
	
	
	

	All contaminated waste (soiled bedding or other animal waste) must be properly labeled and disposed of as follows
	
	

	Incineration
	
	
	

	Bag and Autoclave
	
	
	

	Biohazardous Waste Container
	
	
	

	EH&S will pick-up (x5528)
	
	
	

	Personal Protective Equipment Required:
	

	The following personal protective equipment must be worn/used in the room or when handling animals:
	
	
	

	Lab Coat/Coveralls
	
	
	

	Shoe Covers/Booties
	
	
	

	Disposable or Utility Gloves
	
	
	

	Head Cover
	
	
	

	NIOSH Certified Dust Mask
	
	
	

	Disinfectant footbath
	
	
	

	Eye/Face Protection
	
	
	

	NIOSH Certified Fitted Respirator
	
	Type:

	Other:
	
	Describe:

	Personal protective equipment must be removed before leaving the room.
	
	
	

	Personal protective equipment must be discarded or decontaminated at the end of the project
	
	
	

	Hands, arms, and face must be thoroughly washed upon leaving the room
	
	
	

	Full shower, including washing of hair, must be taken upon leaving the room.
	
	
	

	Decontaminate Room (Inform ARS area supervisor when cage and/or room can be returned to general use).
	
	
	

	Provide any other information needed to safely work in this designated areas of research.

	

	
	
	
	
	


Categories of Pain/Distress in Animal Experiments: Use these categories when completing section 4.1, Study Groups and Numbers

Each year, the US federal government requires a report from the campus in which animal projects are categorized as to degree of pain and distress.  Please assist the IACUC in this determination by assigning the animal procedures in your project to one of the categories below.   The US Government Principles Regarding the Care and Use of Animals, states, “Unless the contrary is established, investigators should consider that procedures that cause pain or distress in human beings may cause pain or distress in other animals.”  Please also refer to, http://www.aphis.usda.gov/ac/policy/policy11.pdf.
1.  Experiments which cause little discomfort or stress. (USDA Pain/Distress Categories B/C)

Examples: breeding colonies, domestic flocks or herds being maintained in simulated or actual commercial production management systems; the short-term and skillful restraint of animals for purposes of observation or physical examination; blood sampling; injection of material in amounts that will not cause adverse reactions by the following routes:  intravenous, subcutaneous, intramuscular, intraperitoneal, or oral, but not intrathoracic or intracardiac (Category 2); acute non-survival studies in which the animals are  completely anesthetized and do not regain consciousness; approved methods of euthanasia  following rapid unconsciousness, such as anesthetic overdose or decapitation; short periods of food and/or water -deprivation equivalent  to periods of abstinence in nature.

2.  Experiments which cause minor stress or pain of short duration. (USDA Pain/Distress Categories C/D)

Examples: cannulation or catheterization of blood vessels or body cavities under anesthesia; minor surgical procedures under anesthesia, such as biopsies or laparoscopy; short periods of restraint beyond that required for simple observation or examination, but consistent with minimal distress; short periods of food and/or water-deprivation which exceed periods of abstinence in nature; behavioral experiments on conscious animals that involve short-term, stressful restraint: short term exposure to noxious but non-lethal levels of drugs or  chemicals.  Such procedures should not cause significant changes in the animal’s appearance, in physiological parameters such as respiratory or cardiac rate, or fecal or urinary output, or in social responses.

3.  Experiments which cause moderate to severe distress or discomfort. (USDA Pain/Distress Category D)

Examples: major surgical procedures conducted under general anesthesia, with subsequent recovery; prolonged (several hours or more) periods of physical restraint; induction of behavioral stresses such as maternal deprivation, aggression, predator-prey interactions; procedures which cause severe, persistent or irreversible disruption of sensorimotor organization; the use of adjuvants which cause clinically evident swelling or abscesses.

Other examples include induction of anatomical and physiological abnormalities that will result in pain or distress: the exposure of an animal to noxious stimuli from which escape is impossible; the production of radiation sickness; exposure to drugs or chemicals at levels that impair physiological systems.

Note: procedures used in Category 3 studies should not cause prolonged or severe clinical distress as may be exhibited by a wide range of clinical signs such as marked abnormalities in behavioral patterns or attitudes, the absence or grooming, dehydration, abnormal vocalization, prolonged anorexia, circulatory collapse, extreme lethargy or disinclination to move, and clinical signs of severe or advanced local or systemic infection, etc.

4. Experiments which cause severe pain, near, at, or above the pain tolerance threshold of non-anesthetized conscious animals. (USDA Pain/Distress Category E)

Examples: exposure to noxious stimuli or agents whose effects are unknown; exposure to drugs or chemicals at levels that (may) markedly impair physiological systems and which cause death, severe pain, or extreme distress; completely new biomedical experiments which have a high degree of pain and distress; behavioral studies about which the effects of the degree of distress are not known; use of muscle relaxants or paralytic drugs without anesthetics; burn or trauma infliction on non-anesthetized animals; a euthanasia method not approved by the American Veterinary Medical Association; or any procedures that will result in pain which approaches the pain tolerance threshold and cannot be relieved by analgesia: requires USDA notification.

Instructions for completing the UC Riverside Animal Use and Care Protocol Form

1. Contacts (1) 

The investigator must be a UC employee with career status. Non UC personnel, graduate students, and residents may be the alternate contact, but the responsible party must have career status employment. Please be sure to include an alternate contact along with after hours phone and/or pager numbers. If animals on this project show evidence of illness or pain, emergency care, including euthanasia, will be administered at the discretion of veterinary staff when the investigator or alternate contact person cannot be reached.

2. Project Title (1.1)

Please limit the project title to 60 characters as frequently required for grant applications.

3. Funding and Funding Source (1.2)

Please indicate if this is a NEWLY funded NIH grant.  The Public Health Service (PHS) policy requires the IACUC to compare the animal portions of a newly funded grant to the submitted protocol.  
4. Experimental Procedures (1.4) 

Briefly describe the procedures included in this project using language that would be understandable to those without a scientific background. This page may be posted on the animal room door for animal care staff. It is important that the vivarium staff and the campus facilities support services understand the intent of the study. This information will 1) help the animal care staff understand any conditions they may encounter while caring for your animals and 2) facilitate servicing of the facilities; together best serving your needs and those of the animals. 

5. Species (1.5)

Please only list species by common names such as mice, rats, dogs, frogs, or cats. List the total number of animals to be used over the three-year period covered by the submitted protocol. If you have a breeding colony producing the animals for this study, then all of the animals in the colony will need to be accounted for in the protocol.  If more than three species will be used, please provide an attached list.

Assumed litter sizes:  8-10 mice/rats

6. Animal Husbandry Requirements (1.6)

Describe any special requirements your animals will have with respect to food, water, temperature, humidity, light cycles, caging type, bedding, or any other conditions associated with husbandry. Be sure to identify any deviations from the Guide for the Care and Use of Laboratory Animals, such as wire bottom cages, and include the length of time animals are to be housed in the special cages.  Justification for deviations from the “Guide” must also be provided. Include any special instructions with regard to disposal of dead animals, such as “bag for disposal” or “save for necropsy”.  Also indicate if pest control can be performed in the animal area.  The “Guide” is a document intended to assist institutions in caring for and using animals in ways judged to be scientifically, technically, and humanely appropriate. The “Guide” is also intended to assist investigators in fulfilling their obligation to plan and conduct animal experiments in accord with the highest scientific, humane, and ethical principles.  It is expected that all “Guide” recommendations will be followed, unless specifically justified.

7. Animal Housing (1.7)

Please list the vivarium location as well as the study area or laboratory where ANY of the procedures described in the protocol will be performed. If animals are to be investigator-maintained, husbandry SOPs must be submitted with the protocol form or must be on file with the IACUC Office.

8. Veterinary Care (1.10)

Please provide the name of the Veterinarian or veterinary service that will provide care for your animals. 

9. Hazardous Materials (2.0)

The use of Hazardous Materials in the animal rooms and the laboratories requires the completion of the Room/Lab Safety Information sheet found at the end of the protocol form. The use of such agents may also require a Use Authorization from Environmental Health & Safety (EH&S). The Investigator is responsible for insuring that the necessary approvals are obtained from EH&S, that all personnel are appropriately trained and equipped to work safely with these hazards, and that the animal care staff has been notified of any associated risks specific to the hazardous agent(s) and its use in animals. Hazardous materials include: Infectious Agents; Radioisotopes; Chemical Carcinogens; Recombinant DNA; and Hazardous Chemicals (flammable, toxic, corrosive, or chemotherapeutic). Contact EH&S at (951) 827-5528 for more information regarding specific requirements pertaining to hazardous materials.

10. Objectives and Significance (3.0) Please provide the overall objective(s) of the study, and the significance. Bear in mind your target audience may be a faculty member from an unrelated discipline, please do not use jargon.  All abbreviations must be clearly defined.
11. Breeding Procedures (4.1)

Standard procedures are provided for your convenience.  Check all that apply.  Modifications to standard procedures or other breeding procedures should be described in detail, as clearly and succinctly as possible.
Please include in your description terminology that will be understood by individuals outside of your area of expertise, and only use abbreviations after they have been defined.  

12. Experimental Procedures (4.2)

a) Describe the use of animals in your project in detail.

In this section please clearly and succinctly state all of the procedures that you propose to perform with the animals.  Please include in your description terminology that will be understood by individuals outside of your area of expertise, and only use abbreviations after they have been defined.  Please be concise and describe the procedures in a manner that can easily be followed. For complicated experimental designs, a flow chart or diagram is strongly recommended to help the IACUC understand the experiments you propose. Please provide full descriptions of any surgical procedures.  If the procedures proposed will be performed by a vivarium staff and is described in an IACUC approved Standard Operating Procedure (SOP), then it is only necessary to state the title of the SOP and SOP number.  If not, you will need to supply a detailed copy of the SOP.
b) Specifically address the following:
· Experimental injections (substances, e.g., infectious agents, adjuvants, etc.; dose, sites, volume, route, and schedules).
· Blood collection (volume, frequency, withdrawal sites, and methodology).

· Surgical procedures (animal prep, approach, procedure, closure and post-op care).

· Radiation (dosage and schedule).

· Methods of restraint (e.g., restraint chairs, collars, vests, harnesses, slings, cones, etc.). Include how the animals are restrained for routine procedures such as blood collection. Prolonged restraint must be justified with appropriate oversight to insure it is minimally distressing. Describe any sedation, acclimation or training to be utilized.
· Experimental endpoint criteria (e.g., tumor size, percent body weight gain or loss, inability to eat or drink, behavioral abnormalities, clinical symptoms, or signs of toxicity) must be specified when the administration of tumor cells, biologics, infectious agents, radiation or toxic chemicals are expected to cause significant clinical symptoms or are potentially lethal. List the criteria to be used to determine when euthanasia is to be performed. Death as an endpoint must always be justified. Provide details in sections 5.0 and 6.1. 

· Field studies: If animals in the wild will be used, describe how they will be observed, any interactions with the animals, whether the animals will be disturbed or affected, and any special procedures anticipated. Indicate if Federal or State permits are required and whether they have been obtained. Please attach copies of permits if applicable.

c) Antibody Production

If your project involves on campus antibody production, please complete the attached Antibody Production Project Description (11.0) page. Application for off-campus custom antibody production from approved vendors only requires submission of the Custom Antibody Production (Off-Campus Facilities) application form; http://research.ucr.edu/about/forms/research-integrity-forms.aspx#IACUC.
13. Study Groups and Numbers Table (4.2A)
As identified by the columns, in this table please include the group number, the procedures for each of the animals in each group, and the number of animals per group.  A separate table can be included if this is preferred.   This table must fully account for all animals used in the proposed studies, and the total number of animals proposed needs to match the total number of animals shown in Section 1.4:  Species.
14. Surgery (4.3) 

Please identify if the surgical procedure(s) proposed are survival or terminal, the surgery location, and personnel involved. If both survival and terminal procedures are indicated in this protocol, please clarify both groups. 

15. Multiple Major Surgical Procedures (4.4) 

Federal Law requires scientific justification for multiple major surgical procedures. Major surgery penetrates and exposes a body cavity or produces substantial impairment of physical or physiologic function. Multiple major survival surgical procedures on a single animal are discouraged but may be permitted if scientifically justified by the investigator and approved by the IACUC. For example, multiple major survival surgical procedures can be justified if they are related components of a research project, if they will conserve scarce animal resources per the National Research Center 1990, or if they are needed for clinical reasons. If multiple major survival surgery is approved, the IACUC must pay particular attention to animal well-being through evaluation of the outcome(s) of the animals through regular updates provided by the investigator. Cost savings is not an accepted justification for performing multiple major survival surgical procedures.

16. Anesthesia Monitoring (4.5)

Please describe the physiologic parameters you will monitor during the procedure to assess adequacy of anesthesia and indicate the circumstances when incremental doses of anesthetics will be administered.  Please state if vivarium veterinary staff are responsible for anesthesia monitoring.

17. Post-Surgical Monitoring (4.6)

Please describe the physiologic parameters you will monitor during the recovery period as well as how often these parameters are monitored. Also indicate when post-operative analgesics will be given or provide scientific justification if postoperative analgesics cannot be given.  Please state if vivarium veterinary staff are responsible for post-procedural monitoring.

Describe all significant adverse effects of the experiment on the animals (such as pain, discomfort; reduced growth, fever, anemia, neurological deficits, behavioral abnormalities, nutritional deficiency or other clinical symptoms of acute or chronic distress). For genetically altered animals it is essential to include any adverse findings that may be directly associated with the desired genotype. Describe criteria for monitoring the well-being of animals and criteria for terminating/modifying the procedure if adverse effects are observed. Describe how the signs listed above can be ameliorated or alleviated.  Please provide scientific justification if signs are not to be alleviated or ameliorated.
18. Neuromuscular Blocking Agents (4.8)

Neuromuscular blocking agents can conceal inadequate anesthesia and therefore requires justification. Please describe the physiologic parameters to be monitored while under a neuromuscular blocking agent to assess adequacy of anesthesia
19. Adverse Effects (5.0)

Even if pain or distress is not anticipated, the protocol must contain a contingency plan for dealing with unexpected situations that may arise. The plan should include detailed written criteria for the humane endpoints that will be used to determine when animals will be removed from the study, treated, or euthanized. The Animal Welfare Regulations and Public Health Service Policy state that animals that would otherwise suffer severe or chronic pain and distress that cannot be relieved should be painlessly euthanized at the end of the procedure, or if appropriate, during the procedure. 

Recommended Endpoint criteria for immediate euthanasia or removal of experimental animals from a study
Please modify these endpoint criteria, if necessary, and include it in this section.  Criteria may include:
1.  Physical Observation

q. Acute severe unresolved weight loss; greater than 15%, within a 2-4 week period.

r. Acute severe dehydration (greater than 5%), determined by increase in skin elasticity, sunken eyes, or weight loss, that is not remedied by hydration intervention.

s. Acute to chronic unresolved diarrhea.

t. Acute to chronic unresolved infection.

u. Acute unresolved respiratory distress.

v. Acute to chronic unresolved edema, inflammation, discharge or bleeding either independent or concurrent with the experimental surgical sites.
2.  Behavioral Observation

a. Unconscious or poorly responsive to stimuli.

b. Severe weakness.

c. Abnormal neurological signs such as ataxia, head tilt, circling, seizures.

d. Abnormal hunched posture or unwillingness to move unresolved by analgesia.

e. Inability to eat or drink.

f. Poor grooming behavior.

g. Abnormal vocalizations.

h. Abnormal increase in aggressive behavior upon handling.

i. Anorexia.
3. Poor response to therapy.
4. Veterinarian recommendation.

It is important to note that if any unanticipated adverse effects not described in the protocol occur during the course of the study, a complete description of these unanticipated findings and the steps taken to alleviate them must be submitted to the IACUC as an amendment to the protocol.

20. Disposition of Animals (6.0)

Please describe what will happen to the animals at the end of the study.  If they will not be euthanized, then please include this statement.  Specifically describe study end points and indicate the time point, if any, when animals will be euthanized.

21. Death as an Endpoint (6.1) 

“Death as an endpoint” refers to acute toxicity testing, assessment of virulence of pathogens, neutralization tests for toxins, and other studies in which animals are not euthanized, but die as a direct result of the experimental manipulation. The use of death as an endpoint is discouraged and must always be justified. Endpoints other than death must always be considered and should be used whenever the research objective can be attained with non-lethal endpoints. If death is an endpoint, explain why it is not possible to euthanize the animals at an earlier point in the study.  If you can euthanize the animals at an earlier point, based on defined clinical signs, death is not an endpoint.
22. Methods of Euthanasia (6.2)

Even if your study does not involve euthanizing the animals, you must show a method that would be used in the event of unanticipated injury or illness.  If anesthetic overdose is the method, show the agent, dose, and route.

A. Recommended Methods

The 2016 Report of the AVMA Guidelines on Euthanasia categorizes methods of euthanasia (see below).  A copy of the AVMA report can be accessed at https://www.avma.org/KB/Policies/Pages/Euthanasia-Guidelines.aspx.

B. Acceptable

· Barbiturates (most species)

· Carbon dioxide (CO2) – compressed gas only (most species)

· Inhalant anesthetics (most species)

· Tricane methane sulfate (TMS, MS222) (fish, amphibians)

· Benzocaine hydrochloride (fish, amphibians)

· Ether and carbon monoxide are acceptable for many species, but relatively dangerous to personnel.

· Captive penetrating bolt (horse, ruminant, swine)

Conditionally Acceptable (Requires Scientific Justification and IACUC approval)

· Cervical dislocation (birds, small rodents and rabbits)

· Decapitation (birds, rodents, some other species)

· Pithing (some ectotherms)

· Various pharmacological and physical methods

C. Unacceptable

· Chloral hydrate, chloroform and cyanide

· Decompression

· Neuromuscular blockers

· Various pharmacological and physical methods

· Dry ice-generated CO2
23. Literature Search (7.0)

A minimum of two database searches that reflects an effort to address the ‘3Rs’ (refinement, replacement, reduction) is required by federal law. It is also important to show that the proposed use of animals is not unnecessarily duplicative of other studies previously performed.  
The ‘3Rs’ are:

• 
Refinement of technique to reduce or eliminate unnecessary pain and distress an animal may experience. 

• 
Reduction, which refers to an effort to reduce the number of animals used overall within the study.  

• 
Replacement refers to replacing animals with non-animal alternatives, non-mammalian or invertebrate species.  

Alternatives could include in vitro methods that utilize organ, tissue and cell culture, computer simulation models, microorganisms, plants, or chemical techniques. 

UC Davis (http://www.vetmed.ucdavis.edu/Animal_Alternatives/main.htm) and Johns Hopkins University (http://altweb.jhsph.edu) provide on-line access to a number of databases that can be used to search for such alternatives.  The literature search must have been performed within the last six months. 

23.
Result of search for alternatives (7.2) 

Please indicate the results of this search for alternatives, and whether you were able to identify alternatives that are included in the studies proposed.  If no alternatives have been found, and if no prior studies have been performed that indicate duplication, then state this within the framework of the objectives of the study.   It is important to state the unique aspects of your study in relation to the published literature. Please also include any procedures you have performed that indicate your efforts to decrease the use of animals. This could include in vitro studies or those performed with invertebrate or non-mammalian species.  This documents your efforts towards employing the concepts of the ‘3Rs’.
24.
Animal numbers justification (7.3)
Please include a description of how you have arrived at the numbers of animals you are requesting for these studies. A rationale for the numbers of animals proposed is essential, and the IACUC is required by law to assess the need for the numbers of animals proposed for use.  Statistical validation can be presented using a power analysis or other relevant statistical tests. Such information allows the IACUC to understand your study needs and assure that the scientific objectives of the study can be met (ie; sufficient animals, too few animals or too many animals). 

For protocols that do not require statistical significance such as a pilot study, please include a justification for the numbers of animals that includes potential variability that may be anticipated and how that affects the study. Animal number justification is also required for teaching protocols, demonstrations, or for breeding stock.  For other studies, such as those that focus on specific cell types or tissue analysis, include a detailed breakdown identifying the amount of material required to accomplish the goals, how much can be obtained from each individual animal, and how this is reflected in the animal numbers requested.  This will allow the IACUC to understand your study needs.

For additional information, visit: UCLA simple power calculations page: http://calculators.stat.ucla.edu/powercalc/,
or the UC Davis Statistics Lab page: http://www-stat.ucdavis.edu/stalab/
25. 
Species rationale (7.4)

Please include your rationale for the species chosen and why in vitro methods cannot be used to meet the stated objectives.

26. 
Has this study been previously conducted (7.5)

If you are proposing to repeat a study that has been previously conducted, it is necessary to provide justification for this need. The IACUC is required to insure that no unnecessary duplication is performed and your justification will allow the IACUC to understand why duplication is necessary.  

27. 
Project Roster (8.0)
The protocol form provides substantial information on the requirements associated with training, occupational health, and documenting all individuals associated with the animal protocol.  Please follow each of the steps identified, indicating for each person: name, employee number or e-mail address, and training and experience relevant to the procedure described in this protocol, for example; classes attended, hands on training, years of experience, or surgical experience. Only those individuals that will be working with live vertebrate animals need to be included.  If individuals are only working with animal tissue after the animal has been terminated, then they need not be included.  Animal care and vet staff associated with vivaria do not need to be individually listed. 

Failure to provide this information may significantly delay approval of your protocol.

Upon submission of the Animal Handlers and Users Medical Questionnaire, An Occupational Health medical specialist will evaluate the level of risk for individuals listed on the protocol and inform the individual of the necessary medical steps that need to be taken, if required.

28. 
Principal Investigator Certification Statement (10.0)

Submission of this protocol with your name constitutes that you have read and are in agreement with the “Principal Investigator Statement” as it appears on this Protocol for Animal Use and Care.

29. 
Post-Approval Monitoring


During review, the IACUC may determine that certain procedures require scheduled monitoring.  In some cases this may be a single review of an unusual procedure that is new to the investigator and/or the IACUC.  In some cases this may involve a sequence of visits.  All monitoring will be scheduled in collaboration with the PI.  The IACUC will complete this section of the AUP to state the details of any required monitoring.

30.
Antibody Production Project Description (11.0)
If your project involves on campus antibody production, please complete this form in lieu of Section 4.0, Experimental Procedures. Application for off-campus custom antibody production from approved vendors only requires submission of the Custom Antibody Production (Off-Campus Facilities) application form http://research.ucr.edu/about/forms/research-integrity-forms.aspx#IACUC. 
Please note: Pristane-priming must be performed with doses no greater than 0.2 ml unless scientifically justified. Animals may be tapped only once, and the animal must be euthanized at this time.

31. 
Hazardous Materials Information (2.0 & 12.0)
If you are not using any hazardous or infectious agents, then leave this page blank. If you have listed on section 2, Hazardous Materials, that you are using hazardous materials in the animal rooms or laboratories, then you must complete this section.    These approvals must either be in place or under review for the IACUC to consider your protocol.

The investigator is responsible for insuring that the necessary approvals are obtained from EH&S; for additional information contact EH&S at (951)827-5528.
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