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Form: RSP430 - IACUC - Protocol Amendment Form - Rev. v7 12/2014
Submission instructions will
appear at the bottom of the
document upon completion NOTE: This form must be filled 
out using Adobe Acrobat Reader version 9 or later, or Adobe Acrobat Professional Version 8 or later.
Information
Campus
Signature
Type
Type - Select the type of protocol amendment this is.
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. - Rationale
3. - Animal Numbers
2a. - 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 summary section. 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)
2a4. - Numbers-One Pain Cat per population-Apply the category of the amended procedure
2b. - Do the requested changes alter the pain category of any of the animals on the originally approved protocol?
2c. - Are any of the above strains new for this protocol?
2d. - 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. ?
2e. - Source of Animals - Please Check the appropriate box(es) to indicate the source of the animals.
4. - Surgery (both survival and non-survival)
Do you wish to add a new surgical procedure or modify a previously approved surgical procedure?
3a. - Procedures - Describe EACH new or altered surgical procedure in a separate sub-form by clicking the blue"Add" link.  Please refer to the DLAR Animal Surgical Guidance for accepted practice in surgeon and animal preparation.
3a4. - 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.) 
3a7. - Will animals survive this procedure?
3a7b. - 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. 
5. - Non-Surgical Procedures
Does this amendment introduce new non-surgical procedures?
4a. - Procedures - Provide the following information for EACH of the experimental procedure added in a separate sub-form by clicking the blue "Add" link, remove procedures by clicking the "Remove" link at the right of each procedure. 
4a3. - Does this procedure include the administration of chemical agents  into live animals, other than those used for anesthesia , analgesia, or euthanasia?
Experimental Agents - Provide the following information for each agent that will be administered as part of this procedure.  Do not include any anesthetic or analgesic agents that will be used for surgery or euthanasia.  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.
4a4. - 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 use of these agents must be described in the Comprehensive Summary.
4a5. - Does this procedure involve food or water deprivation beyond presurgical preparation?
4a6. - Does this procedure  include  noxious or painful stimuli given to live animals?
4a8. - 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. 
6. - Animal Use
5a. - Duplication - Does this work duplicate any previous animal use either by your lab or published in the literature?
5b. - Pain Category B Procedures - Does this  amendment add any new painful or distressful procedures where relief is provided?
5b1. - Procedures - Provide the following for EACH new Pain Category B procedure in a separate sub-form.
5b2. - 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
5c. - Pain Category C Procedures - Does this work add any new painful or distressful procedures where relief is withheld or 
 unsedated death is a potential end point? BE ADVISED: Elevation to Pain C on a protocol that was previously Pain B will  
likely require full committee review resulting in an increased time to approval.
5c1. - Procedures - Provide the following for EACH new Pain Category C in a separate sub-form.
5c2. - 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
5d. - 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.
7. - Training
8. - Euthanasia
7b. - Euthanasia Location
7c. - Do euthanasia procedures  on this protocol depart from the AVMA Panel on Euthanasia?
7d. - Will any animals on this protocol not be euthanized? 
Print, sign, and submit this form to the IACUC Office (Room# 2102 CCE Building MS#1020).  Submit the electronic version of this amendment to Monika.DeGregorio@utoledo.edu.  The amendment form must be emailed from the PI's UT email address. Please do not send a hard copy until the review process is complete.  The IACUC will review this amendment and inform you of any required changes or clarifications.  THE WORK DESCRIBED HERE IS NOT APPROVED UNTIL THIS FORM HAS BEEN SIGNED BY THE COMMITTEE CHAIR AND RETURNED TO YOU.  While DLAR pre-review is not required to submit this amendment, it is strongly recommended as it will help to speed up the review process. 
Approval Information (IACUC USE ONLY)
Personnel
Answer the following regarding the person you are adding to this protocol (one person per form).  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.  A Rocket# is required for the
individual before this amendment will be reviewed.  
Print, sign, and submit this form to Merle Heineke - DLAR Associate Director (MC Room#WO0263, HSC Room#HE012). Once training is
complete, DLAR will return the signed form to you to submit to the IACUC office (2102 CCE Building).  Personnel cannot begin work until
the amendment has been approved by the IACUC.  After approval, the form signed by the IACUC chair will be returned to you via campus
mail.
TRAINING (DLAR USE ONLY)
Approval Information (IACUC USE ONLY)
8.0.1291.1.339988.308172
Revision History
v3 - production
v4 - Changed Group# justification, Add attachement Option and question
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