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University of Toledo
Institutional Animal Care and Use Committee
Animal Use Protocol Form
http://www.utoledo.edu/research/RC/animal.html
Form: RSP401 - IACUC - Protocol Form - Rev. v10, 4/2015
Office Use Only
Surgery:
Exp.Proceed.:
Please submit an electronic copy to Monika DeGregorio via email  in Research and Sponsored Programs, from the PI's UT Email Address. 
Please DO NOT send a hard copy until all revisions are complete 
NOTE: This form must be filled out using Adobe Acrobat Reader version 9 or later, or Adobe Acrobat Professional Version 8 or later.  Failure to
do so will result in your protocol being administratively withdrawn from committee review
Information
Campus
Assurances - Principal Invesigator
I certify that the information provided in this application is complete and accurate. 
I understand that as the Principal Investigator, I have responsibility for the protection of the welfare and ethical treatment of animals and the strict adherence to
 any study-specific requirements imposed by the IACUC. I agree to comply with all IACUC and Institutional policies and procedures, as well as with all applicable
 Federal, State, and local laws and regulations regarding the protection of animals in research. 
I also agree to the following:
1.         To obtain prior approval from the IACUC before amending or altering this research protocol; including (but not limited to) changes in animal number,
 surgical procedures, anesthesia or euthanasia methods.
2.         To immediately report to the IACUC any serious adverse reactions and/or unanticipated effects on animals which may occur as a result of this study,
3.         To provide proper training and oversight to all study personnel in the proper conduct of animal research, as well as provide all personnel with copies of the protocol; and 
4.         To satisfactorily comply with all reporting and continuing review requirements of the IACUC.
 I do hereby attest that I have reviewed and approved this entire protocol and that all personnel listed in Section 10 have read the protocol, understand the study, and are fully knowledgeable of ALL details of the protocol.
Dates
Approval Information (IACUC USE ONLY)
Special Circumstances, Check all that apply
 Justify in Question 6.f  (link to policy)
 Justify in Question 6.f
 Link to IACUC policy on Surgery in Rodents
1. Other University Committees
1a) Will tissue from animals used in this protocol be used in recombinant DNA experiments, will agents derived from
 recombinant DNA Experiments be introduced into animals, will infectious agents be introduced into animals, or will 
biohazardous (tumors, human tissue/fluids, transfected cells) agents be introduced into live animals?
1.a.3) The IACUC will not approve this protocol until the work described herein 
has been approved the Institutional Biosafety Committee.  Please list all relevant
IBC protocol numbers:
IBC Protocol#
1b) Does this protocol involve the use of any radioactive isotopes in live vertebrate animal subject?
1.b.1) An approved UT-Radiation Safety Committee Protocol is required before
the IACUC will approve this protocol, please list all approved IBC protocols
Radiation Safety Protocol#
1c)  Does this protocol involve the use of any potentially hazardous chemicals?  If you answer "yes" to this question,  you must submit electronic copies of the both the chemical addendum form RSP402 and the MSDS for EACH agent along with this protocol. If an MSDS is not provided, Safety and Health will classify the agent as hazardous and require heightened precautions and protective equipment when using the agents. The chemical addendum form can be found: [http://www.utoledo.edu/research/forms.html]
2. Lay Description
3. Statistical Design
4. Animal Numbers
Distinguish animal “populations” in the protocol that will undergo a given procedure or series of procedures.  Using a separate population sub-form for each population, provide the following information:1) Provide the relevant animal information, strain, type, sex, age, etc. in the appropriate box. If the same series of procedures is to be carried out on more than one strain, sex, age, etc., these different sub-populations must be listed in separate strain boxes above the procedures box.
2) List all the procedures to be carried out on that population (e.g. behavioral testing, surgery, drug administration, blood pressure measurement, euthanasia) in the procedure box. Describe the procedure in detail in the comprehensive summary section (Question 5). Note: the final disposition of animals in each group should be included, (e.g. euthanasia, transfer to breeding protocol for colony maintenance, monitor for remainder of life).
3) In the number justification box, provide the justification for the number of animals in the population, e.g. “2 strains x 10 animals/group x 3 drugs x 6 doses of drug x 3 time points” would justify a population of 1080 animals.
4) Enter the number of animals in the population (e.g. 1080) in the appropriate pain/distress category box on the right.  If a population will undergo more than one procedure, the assignment should be based on the category of the most painful procedure.
Note 1: Include only one population in each sub-form.  Populations are numbered automatically and sub-forms generated when “Add a Population” is clicked. 
Note 2: The total number of animals required for the 3 year duration of the protocol should be provided, not per year.
Pain Categories - Mouse over the items in the following list to reveal examples of:
Pain Category A, 
Procedures involving minimal pain or distress such as: 1. Standard husbandry and breeding colony activities2. Field observations or brief capture3. Venipuncture, IP, IM, and SQ injections4. Tissue harvest post euthanasia5. Tissue perfusion post euthanizing dose of agents6. Tumor carriage when slow-growing and monitored7. Blood sampling from saphenous vein or skin prick
Pain Category B ,
Procedures involving pain or distress where appropriate actions are taken to reduce pain or distress  such as: 1. Tail clipping with anesthesia (local or general)2. Blood sampling from retro-orbital sinus under anesthesia3. Surgery under anesthesia4. Survival following a painful procedure (e.g. surgery) where post procedural    analgesia is rendered
Pain Category C
Procedures involving pain or distress without accompanying relief procedures such as:  1. Tail-clipping without anesthesia2. Survival following a painful procedure (e.g. surgery) where post-procedural      analgesia is withheld3. Unsedated death as an experimental endpoint4. Treatment with chemicals or drugs where the response is unknown (e.g. first use of a dose or a species)
Numbers - One Pain Cat per population
Do any of the above strains/subtypes/treatments induce veterinary medical care issues which DLAR needs to be cognisant of such as making them seizure prone, photophobic, hyperphagic, etc. ?
5. Proposed Research - Comprehensive Summary
5a)  The committee permits the inclusion of 1 extra page in pdf format to be submitted with this protocol for the inclusion of 
 tables and figures only.  This is only for inclusion of experimental design information, not for animal number description or
 justification (all animal number information must be described in #4 above.) Will you be taking the option to add an extra page?
5b)  Is this a renewal application?
 
 For the summary of the CURRENT WORK, briefly list the aims or goals of the proposed research, then provide specific technical details about the proposed experiments for IACUC review.  The emphasis should be on techniques directly related to the use of animals such as breeding, research procedures, anesthesia, surgery, behavioral studies,  euthanasia, and how those procedures will support the aims and goals of the research.  You should provide a general description of experiments performed on tissues removed from animals during surgery or following euthanasia to provide enough information for the IACUC to evaluate whether the scientific value of these studies justifies the use of animals.  Do not discuss or justify the number animals to be used in this section.  Describe only the general goals of surgical procedures, they will be described in detail in question 7.
Note that the PI must adhere to the description of procedures provided in the comprehensive summary and all other sections of the approved protocol.  ANY PROPOSED DEVIATIONS MUST BE APPROVED  BY THE IACUC VIA PROTOCOL AMENDMENT before implementation.  PI's  should write the comprehensive summary to allow for some rational flexibility in experimental design.  To this end it is advisable to provide a range of values to cover any potential variability rather than giving a single number. For example “behavioral testing will occur 7 days after surgery” could be written “behavioral testing will occur 4 - 10 days after surgery” or “behavioral testing will occur within 14 days of surgery”.
6. Animal Use
6.c) Duplication - Does this work duplicate any previous animal use either by your lab or published in the literature?
6.d) Pain Category B Procedures - Does this work require any painful or distressful procedures where relief is provided?
6.d.1) Procedures - Provide the following for EACH Pain Category B procedure described in Question 5 in a separate sub-form.
6.d.2) Alternatives for Pain B procedures - A literature search for less painful alternatives to all proposed painful or distressful procedures must be completed before approval can be granted.  Document below that you have searched for potentially less painful alternatives for each procedure listed above.  Your goal should be to find less painful/distressful techniques. ALL ELEMENTS MUST BE ADDRESSED. For assistance, visit the UT Library "Library Guides" and enter the search term "alternatives" [www.libguides.utoledo.edu]
6.e) Pain Category C Procedures - Does this work require any painful or distressful procedures where relief is withheld or 
 unsedated death is a potential end point?
6.e.1) Procedures - Provide the following for EACH Pain Category C procedure described in Question 5 in a separate sub-form.
6.e.2) Alternatives to Pain Category C Procedures - A literature search for less painful alternatives to all proposed painful or distressful procedures must be completed before approval can be granted.  Document below that you have searched for potentially less painful alternatives to each procedure listed above.  Your goal should be to find less painful/distressful techniques that do not add similar or more painful techniques. ALL ELEMENTS MUST BE ADDRESSED. For assistance, visit the UT Library "Library Guides" and enter the search term "alternatives" [www.libguides.utoledo.edu]
6.f) Departure from Guide - Does the work require a departure from the "Guide for the Care and use of Laboratory Animals"?   
Click Yes to view examples.
6.g) Source of Animals - Please Check the appropriate box(es) to indicate the source of the animals.
7. Surgery
Does this protocol require surgery on live animals?
7.a.) Procedures - Describe EACH surgical procedure mentioned in Question 5 in a separate sub-form by clicking the blue "Add" link. Please refer to the DLAR Animal Surgery Guidance for accepted practice in surgeon and animal preparation.
7.a.5) Anesthesia and Analgesia - Provide the following information for each agent that will be administered for anesthesia, analgesia or sedation prior to surgery.  Each agent should be listed in a separate sub-form.  Include all paralytics and neuromuscular blocking agents.  For each agent, provide the drug name (prefer generic), dosage (mg/kg body weight), the route of administration (IP, IM, IV, SQ, oral, topical, etc.) 
Will a non-pharmaceutical grade anesthetic drug be used? (link to policy)
Is this a rodent protocol?
Rodents generally exhibit various behaviors when subjected to more than minimal pain or distress. Animals exhibiting pain-related behaviors must be noted in your lab records, reported to the DLAR staff and/or treated for pain as specified in your approved IACUC protocol. Observed behaviors must be compatible with the pain classification of the protocol. Mark the items you will be monitoring your animals for as pain/distress indicators. 
8. Experimental Procedures
Does this protocol include procedures other than surgery and euthanasia on live animals such as behavioral testing or chemical 
agent exposure?
8.a) Procedures - Provide the following information for EACH of the experimental procedures described in Question 5 in a separate 
sub-form by clicking the blue "Add" link; remove procedures by clicking the "Remove" link at the right of each procedure. 
8.a.4) Does this procedure  include the administration of chemical agents  into live animals? If anesthetic is used for chemical restraint, list it among the agents.
Experimental Agents - Provide the following information for each agent that will be administered as part of this procedure. Each agent should be listed in a separate row. For each agent listed, provide the dosage (mg/kg body weight), the volume, the route of administration (IP, IM, IV, SQ, oral, topical), frequency and duration of administration (twice weekly for 5 weeks, etc.), and the intended effects and any known side effects of the administered agent. For novel compounds that have not been tested previously, provide information about closely related compounds if applicable.  Include all paralytics and neuromuscular blocking agents.  The rationale for the use of these agents must be described in Question 5.
8.a.5) Does this procedure require tissue to be collected from live animals?
Tissues Collected - Provide the following information for all tissues that will be collected from live animals as part of this procedure.  Common examples include blood draws or ear punches for genetic analysis.The rationale for the collection of these tissues must be described in the Comprehensive Summary.
8.a.6) Does this procedure involve food or water deprivation beyond presurgical preparation?
8.a.7) Does this procedure  include  noxious or painful stimuli given to live animals?
Is this a rodent protocol?
Rodents generally exhibit various behaviors when subjected to more than minimal pain or distress. Animals exhibiting pain-related behaviors must be noted in your lab records, reported to the DLAR staff and/or treated for pain as specified in your approved IACUC protocol. Observed behaviors must be compatible with the pain classification of the protocol. Mark the items you will be monitoring your animals for as pain/distress indicators. 
9. Euthanasia
9.b) Euthanasia Location
9.c) Do euthanasia procedures  on this protocol depart from the AVMA Panel on Euthanasia?
9.d) Will any animals on this protocol not be euthanized? 
10. Personnel
Identify all personnel who will be physically interacting with live animals on this protocol. Complete a separate sub-form for each person
by clicking the blue Add link.  Personnel can be removed by clicking the blue Remove link for each sub-form at the right side of the page.
Under training, enter "N/A" only if the person is experienced in the procedure in the species described in this protocol.  If the individual has no experience, any salient experience in other species (including human) can be described.  Use the Training field enter the name of 
anyone you may have identified to train the individual or to enter a request for DLAR/IACUC to assist you in finding proper training. Each person is required to read and understand the approved protocol. Training must be documented
IACUC Protocol Checklist
Please review the checklist carefully.  Common causes for delay of approval are indicated in italics.
Indicate completion of each section by checking the box, then sign and date.
Protocol Author: Typing your name in the one appropriate box below constitutes an electronic signature and acceptance of responsibility  for checklist completion.
8.0.1291.1.339988.308172
Revision History
v3 - production
v4 - Changed Group# justification, Add attachement Option and question
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