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      For proposed changes (other than addition of personnel) to an approved “Protocol Application Form” complete and submit this “Modification – Request to Use Animals.” To add personnel to an approved protocol, complete and submit the “Addition of Personnel” form.
      Please answer all questions that apply in a manner comprehensible to the layperson and define discipline specific terminology and abbreviations the first time they are used. Enter all responses in the answer boxes provided. For parts that are not applicable (N/A) or “No change,” place an “X’ to the right of the appropriate response.  Guidance in responding to the questions is provided the comments section in the right margin. Only typed or word-processed (minimum font size of 11 point) submissions will be accepted.
      The completed forms may be submitted as email attachments to the IACUC Chair to begin the review process, however final approval cannot be granted the Modification Signature page (page 4) is returned to the PI or Co-Investigator.  Changes must be approved by the IACUC before they are implemented. Some changes may be of sufficient magnitude as to require a new protocol. Contact your IACUC Chair for advice. 

Protocol Number:
Protocol Title:
1. ADDITIONAL ANIMALS 								N/A:	Comment by Pickens, Laura R.: 1.  Identify the distribution of the animals according to experimental, control, teaching, training, or other groups.  Briefly describe each group AND provide a justification for the number requested.  Include in the response a description of the animals to be used, e.g., strain designations, sex and age or weight, timed pregnant animals, neonates, etc.      For RESEARCH PROTOCOLS the typical justification includes the identification of the statistical testing method(s) used and a reference to statistical significance as well as the basis for choosing the number of animals per group such as prior experience with this type of research, previously published studies, and/or known variability.  Animal numbers for TEACHING PROTOCOLS can be justified by referring to the number of participants per animal needed to adequately train and the total number of course participants.  A justification based solely upon the use of a certain number of animals over a given time period  (e.g., one animal per week) generally is not adequate.
Indicate the number of additional animals that will be needed & provide a justification for the request. If no new animals are requested, then mark N/A and move to Section 2. 
	









2. PROCEDURAL MODIFICATIONS						N/A:	Comment by Pickens, Laura R.: 2.  Describe any proposed procedural changes or additions that involve living animals using the same level of detail as required in the complete protocol.  Examples of protocol modifications that should be entered here include changes in anesthetic or analgesic agents used, method of euthanasia, additions of new test compounds, additions of new experimental procedures, and changes in existing experimental procedures.  Procedural modifications that result in a new or revised pain category of “D” or “E” require a new search for alternatives.
Describe any proposed procedural changes or additions involving living animals & include a justification for the change. If none are proposed, then mark N/A and move to Section 3.
	











2. A.  New or revised pain/distress classification					N/A:	Comment by Pickens, Laura R.: 2.A. The letter designations below originate from the form used to report animal use to the United States Department of Agriculture.
         For any protocol modification that includes a new or revised pain/distress producing procedure, place an “X” in front of the appropriate category(ies) and identify the procedure(s). Otherwise mark N/A and move to Section 3. Classifications in Category “D” or “E” require a new determination of the availability of alternatives (see Part 2.B.1).

· Category C -  Procedures that involve no more than momentary of slight pain or distress.	Comment by Pickens, Laura R.: 2.A. Category C -  Examples of category C procedures, include routine injections or blood collection, nonstressful behavioral manipulations or observations, escapable shock paradigms (mild levels of shock), food restrictions in which weight loss is limited to 85% of free choice feeding weight, euthanasia via overdoses of anesthesia, and breeding.
· List procedures:
	





· Category D – Procedures that may cause more momentary or slight pain or distress for which appropriate analgesia, anesthesia or tranquilization is provided. 	Comment by Pickens, Laura R.: 2.A. Category D -  Examples of category D procedures include surgery (survival or nonsurvival) performed under anesthesia; laparoscopic surgery performed under anesthesia; decapitation, cervical dislocation, or exsanguination performed under anesthesia; and any other pain or distress producing procedure for which appropriate analgesia or anesthesia is administered.
· List procedures:
	





· Category E – Procedures that may cause pain or distress which are not relieved by analgesia, anesthesia, or tranquilization. 	Comment by Pickens, Laura R.: 2.A. Category E -  Examples of category E procedures include decapitation or cervical dislocation performed without anesthesia or analgesia, inescapable electrical shock paradigms, death-as-endpoint studies, unlimited tumor growth or infectious disease studies in which no analgesics or other control methods are used, unrelieved post-operative pain, and any other procedure in which pain or distress is not relieved.  For category E procedures, it is necessary to provide a detailed scientific justification for why analgesics, tranquilizers, or anesthetics cannot be given.
· List procedures: 
	




For Category E procedures: Provide a detailed scientific justification for withholding analgesia, anesthesia, and tranquilization. 
	



2. B. New or revised Category “D” or “E” procedures:				N/A:
 If a protocol modification results in a new or revised pain/distress category of “D” or “E”, then address the following. Otherwise mark N/A and move to Section 3.
1) Provide a written narrative description of the methods and sources that were used to determine that alternatives to any new or revised Category “D” or “E” procedures are not available. Provide an explanation for alternatives that were identified but deemed available. Provide an explanation for alternatives that were identified but deemed unsuitable. If a literature search was conducted identify the databases searched, the date of the search, the years covered by the search (minimum 10 years), and the keywords used. 	Comment by Pickens, Laura R.: 2.B.1)  Each of the three types of alternatives should be considered in the search for alternatives.  Alternatives are broadly defined to include REPLACEMENT models (i.e., computer models, tissue culture), methods designed to REFINE procedures to minimize animal pain or distress (e.g., better anesthetic agents, less invasive techniques), and methods to REDUCE animal numbers (e.g., combining experimental and control conditions in the same animal, using more sensitive tests to reduce statistical variability).  If alternatives are identified, but deemed unsuitable, then include an explanation of why they are not used.

Although a literature search is considered to be the best way to confirm that alternatives do not exist or are unsuitable, other methods can be used in some circumstances (e.g., highly specialized fields of study).  In such cases it is necessary to describe the method/source in the response.  For example, a subject expert consultation should include the consultant's name, description of credentials, and date and content of the consultation.	Comment by Pickens, Laura R.: 2.B.1)  The databases selected should be relevant to the type of animal use.  I.e., A search for alternatives for teaching uses of animals should be conducted using education-oriented databases.  Multiple database searches may be necessary.  The Animal Welfare Information Center (www.nal.usda.gov/awic/) is an excellent source of information concerning alternatives searches.
	





2) List any analgesics or other medically related pharmaceutical agents that animals may receive: If therapies used are the same as those on the original protocol then mark No Change.								No Change:	Comment by Pickens, Laura R.: 2.B.2)  Medically related pharmaceutical agents refers to drugs given to provide veterinary medical care to animals and NOT compounds that are part of an experimental study.  Examples include antibiotics, analgesics, and supportive fluids (e.g., saline, lactated Ringers).  The response must include the dose, route & frequency of administration, and duration of therapy.        Regarding ANALGESIA: In general unless the contrary is known or established it should be assumed that procedures that cause pain in humans also cause pain in animals and analgesia should be provided unless a scientific justification for withholding it is provided in Section 4.        Sample answers include, "“Buprenorphine will be given at a dose of 0.1 mg/kg by intramuscular injection once at the end of the surgery followed by two more injections at twelve hour intervals and then every 12 hours as needed for lameness" OR animals will receive 500 mg of tetracycline dissolved in 8 ounces of drinking water for 3 days post-operatively”
	





3) For Category “D” procedures list the criteria that will be used to determine that relief from pain or distress is needed and how the adequacy of that relief will be assessed: If the criteria used are the same as those on the original protocol then mark No Change.	Comment by Pickens, Laura R.: 2.B.3)  When procedures that cause pain in humans are performed in animals, analgesia should routinely be given for a prescribed period of time unless it has been established that analgesia is not necessary for the procedure in animals OR a scientific justification for withholding it is provided in the response to Section 4 (Category “E” procedures).      Describe the criteria that will be used to determine that analgesics or other pain/distress management techniques should be continued after the routine period of administration.  Describe how the adequacy of the therapy will be determined.      Signs of pain include pain upon palpation of the affected area of the body, anorexia and depression related to discomfort, guarding of an area of the body, vocalization, lameness, unkempt hair coat, reluctance to move, aggression or other signs specific to the manipulations being performed.  The adequacy of analgesia is determined by the relief of the signs.
            No Change:
	





4) List the criteria that will be used to euthanize an animal or otherwise remove an animal from a study for humane reasons: If the criteria used are the same as those on the original protocol then mark No Change. 					             No Change:	Comment by Pickens, Laura R.: 2.B.4)  Examples of criteria for determining that an animal should be euthanized or removed from a study include weight loss of 20% compared to pre-procedural weight or compared to age-matched control animals, tumor growth that exceeds 10% of body weight, debilitation due to tumor growth, pain or distress that cannot be relieved, infection or other disease not responsive to treatment, extensive surgical wound dehiscence, autophagy and other signs specific to the manipulations performed.        If death is chosen as an endpoint, then it is to be classified as a Category “E” procedure in Part 2.A. and a scientific justification provided.
	





3. Other Changes 								N/A:	Comment by Pickens, Laura R.: 3.  All changes must be described in the same level of detail as is required in the complete “Request to Use Animals”.  Changes involving additions of species higher on the phylogenetic scale will require a new protocol.  Additions of hazardous substances will require completion of the appropriate hazardous substance form and safety committee review.  For additional species or changes in species the number of animals must be identified and justified as indicated in Section 1.
Describe any other proposed changes to the protocol & include a justification for the change.
	







4. MODIFICATION APPROVAL

Approval of the protocol modification is indicated by the signatures below. The individuals signing confirm that they have reviewed the modification and find it to be in compliance with applicable animal care and use regulations and institutional policies.

Thiel College
Approval Signatures:




________________________________________			Date _____________
IACUC Chairperson




________________________________________			Date _____________
Attending Veterinarian
(for new or revised pain/distress classification)
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