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Previous Protocol Number
 (Renewals Only):
--------------------------------------------------------------------------------------------------------------------------
PART  I:  CORE INFORMATION (Sections A - F and Appendix G are required for all protocols)
SECTION A:  ADMINISTRATIVE 
     
Submission Notes: 
     *  Submit all documents directly to researchintegrity@fau.edu
     *  Hard copies, scanned hard copies, and FAXed copies of program applications are not accepted. 
     *  Appendix G needs to be completed by each person working on the project.  
A1.  PERSONNEL INFORMATION
A2.  EMERGENCY CONTACTS
In case animals are observed in distress, the following persons should be contacted:
Do you have any special instructions to the comparative medicine staff concerning animal care practices or prohibitions in emergency situations involving animals under this protocol?
 
Provide a copy of the grant for grant contingency certification
A3. Study Type
A4.  ROLE DELINEATION
NOTE: A Personnel Qualification Form (Part I: Section G) must be completed for every member of the research group listed on this protocol.  The form should illustrate skills or training necessary for the roles specified below (e.g., surgeon, anesthetist,phlebotomist, breeder, provides husbandry, observer, etc.).
NAME
TITLE
ANIMAL HANDLING?
ROLE IN PROJECT
 
Comparative Medicine
N/A
YES
 
Husbandry and Care and Colony Management 
A5.  COLLABORATING (INCLUDES SUB-CONTRACTING) INSTITUTIONS
Will any facilities other than FAU's main campus or satellite campuses be used for animal use activities (e.g., housing, experimentation, observation, or procedures)?
If yes, please identify the institution and provide the related information requested below:
 Approved by institution's IACUC?
(Required only for USDA covered species.)
Is the institution AAALAC accredited?
Personnel must complete FAU training requirements - the same as if a FAU employee.
A6.  RENEWAL PROTOCOLS
Does this application renew an existing protocol?
Please complete items A, B, and C below:
A7.  IMPORTING & EXPORTING ANIMALS, TISSUES, OR ACTIVITIES
Will you be EXPORTING animals, specimens, samples (tissues, blood, organ, etc.), or research products inside/outside of the USA? 
If yes, a signed Material Transfer Agreement must be executed prior to shipment of animals. Please contact your Proposal and Contract Administrator in Sponsored Programs at:
http://www.fau.edu/research/sponsored-programs/index.php
 
I commit to contact Comparative Medicine at 561-297-4120 prior to exporting any items. 
The items I am exporting include:
Will you be IMPORTING animals, specimens, samples (tissues, blood, organ, etc.), or research products inside/outside of the USA? 
If yes:  I commit to contact Comparative Medicine at 561-297-4120 prior to importing any items. The items I am importing include:
A8.  MERIT REVIEW
Has this proposal received a scientific merit review? Must provide evidence of review. 
A9.  SUPPLEMENTAL SECTIONS INCLUDED IN THIS APPLICATION
NOTE: Sections you check off will populate at the end of the form. 
Section G: Personnel Qualifications Form
SECTION B:  ANIMAL USE JUSTIFICATION
B1.  PURPOSE & SCIENTIFIC BENEFIT
B2.  LITERATURE SEARCH FOR ALTERNATIVES TO PAINFUL PROCEDURES
Does the study include activities, procedures, or states of welfare that have the potential for producing pain (Examples: procedures, spontaneous disease, genotype induced disease, tumor development)?
A literature search for alternatives to the potentially painful conditions (listed above) was performed.  The details are:
Databases Searched (Minimum of two <2> databases required. Check all databases searched.):
Did the literature search reveal less painful alternatives to the potentially painful conditions that are proposed?
Potentially Painful Conditions In This Proposal 
(match to keywords used)
Write a BRIEF Explanation why the alternatives found
to this potentially painful conditions were not acceptable alternatives.
 
B3. LOCATION OF ANIMAL HEALTH/WELL-BEING RECORDS (Surgical, diet, dietary restrictions) 
Records documenting observation of animal health and well-being:
B4.  ANIMAL JUSTIFICATION  (applies to all animals)
B5.  SPECIES JUSTIFICATION  (address each species individually)
This species was selected for the study because of the following attributes (select all that apply):
Will embryonic and/or pre-weaning/fledgling animals be used at any time during this protocol? 
B6.  ANIMAL NUMBERS 
Adult and/or juvenile (post-weaning) animals only:  
NOTE:  If this is a renewal protocol and there are animals remaining on the expiring protocol, the number of animals remaining on the expiring protocol (and transferring to the new protocol) must be included in the number of animals requested under the new protocol.  Animals on the expiring protocol will be transferred to the new protocol upon activation of the new protocol. 
Distribution of above 3-year number of animals over USDA Categories:  
See Policy 10.4.13: Recognition and Alleviation of Pain and Distress in Laboratory Animals 
USDA Guidelines for Determining Pain/Distress Levels
 
B7.  OVERVIEW OF EXPERIMENTAL DESIGN AND ANIMAL USE TIMELINES
B8.  NUMBER JUSTIFICATION  (address each species individually) 
Please include as requested, the description of the statistical analyses, including tests, power and probability levels utilized, unless unknown as expected in pilot studies. 
The number of animals requested for this protocol is based on the following (select all that apply):
B9. ANIMAL IDENTIFICATION  (Applies to all animals.)
 Specify method(s) below (check all that apply):
B10.  USE OF ANIMALS FOR PERSONNEL TRAINING
Is personnel training or teaching the primary purpose of this protocol?
B11. Test Substances
1. Complete the table below. Name the test substance(s) that will be administered to animals.
Indicate the class of each substance as either an: (A) infectious agent, (B) primary human explant, uncharacterized human blood, lymph or tissue specimen, (C) recombinant DNA, (D) radioisotope, (E) carcinogen, (F) hazardous or toxic chemical, (G) biological toxin, (H) Cell line, (I) Adjuvant, (J) Antigenic Substance, (K) Pharmacologic Agent, or (L) Other class of substance by using the appropriate capital letter.  Indicate to which species each substance will be administered.  Indicate the dose (e.g., μg/gm bwt), volume per administration, route (e.g., i.v., i.p., s.c.), interval (e.g. 1x, daily, eod, every 3rd day), and duration of administrations (e.g., 5 wks).
 Substance
(list all substances including vehicle/control)
Class
(above)
Species
(administered to)
Dose/Volume/Route
(3.0mg/kg bw / 0.1ml / i.p.)  
Interval
(1x, eod, ev 3rd day)
Duration
(5 weeks)
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
2. In the same order in which substances to be administered are listed in the table above, very briefly indicate below the purpose of substance administration in the relation to the hypothesis, and the expected effect to the animal(s).  If none, so state.
Purpose and Expected Effect of Substance Administration to the Animal
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
3.  Is there a possibility that any of the test substance(s) could cause more than momentary or slight pain, discomfort, or distress to the animals, either immediately following substance administration, or as a consequence long after administering the test substance(s)?
If yes, list those substances in the space below. For each substance describe the consequences of administration that have a potential to cause animal discomfort, pain, or distress, and how discomfort, pain or distress will be anticipated, minimized or alleviated (e.g., nude mice administered tumor cells will be humanely euthanatized if induced tumors become >1.0 cm in diameter, or if tumors ulcerate, or if tumors interfere with posture, locomotion or feeding).  If discomfort, pain, or distress will not be alleviated, then justify how treatments interfere with the procedures or the interpretation of results.  
 
(Note:  Log entries describing health concerns or complications that develop as a consequence of substance administration to nonrodent mammals, and their treatment and resolution, or when animals are euthanatized must be kept by the PI in the animal facility on forms provided by Comparative Medicine.)
B12. GRADES OF CHEMICALS OR SUBSTANCES ADMINISTERED TO ANIMALS:
Will this protocol include the use of non-pharmaceutical grade substances, medications, test compounds, vehicles, diluents?
Non-pharmaceutical chemical or 
substance Required
Scientifically justify why each non-pharmaceutical grade chemical or substance is necessary         
Describe the source, purity, formulation, storage, and method of sterilization prior to administering to animals. Supporting documents (e.g., data sheet) should be included.  (Note: 3)
Note 1:  USDA (Policy #3) and The Guide (8th Edition) requires the use of pharmaceutical-grade substances (medications, diluents, and extenders) whenever they are available, even in acute procedures. See Policy 10.4.25: Use of Non-Pharmaceutical Grade Substances for details.
 
Note 2:  Non-pharmaceutical grade chemical compounds may be used in animals only after specific review and approval by the IACUC for reasons such as scientific necessity or non-availability of an acceptable veterinary or human pharmaceutical-grade product. Cost savings is not a justification for using non-pharmaceutical-grade compounds (exceptions for extraordinary costs of substances may be considered).
 
Note 3: The PI should submit additional information of the grade, purity, sterility, pH, pyrogenicity, osmolality, stability, site and route of administration, formulation, compatibility, and pharmacokinetics of the chemical or substance to be administered, as well as animal welfare and scientific issues relating to its use when determining whether to approve the use of non-pharmaceutical grade products.  Inclusion of this information will assist  the Committee's review of your  request for use of non-pharmaceutical grade material in animals. The IACUC will consider this request as part of the protocol review. 
 
B13.  PHOTOGRAPHY/VIDEOS OF ANIMALS OR TISSUES: 
Will images/video be taken of live animals for scientific purposes/publication? 
  Are animals (tissues) FAU-owned or Free-ranging?
SECTION C:  HOUSING & PROCEDURE ARRANGEMENTS
C1.  COMPARATIVE MEDICINE-MANAGED, OR INVESTIGATOR-MANAGED HOUSING
All procurement has to be done through Comparative Medicine.  See Policy 10.4.3: Animal Procurement and Acclimation
 
Check all that apply:
ACTIVITY  
BUILDING
ROOM
PI Managed Housing/Holding 
 
Greater than 12 hours
(DO NOT complete this row if Housing & procedures are done in CM managed vivarium)
Less than 12 hours
Pre-operative preparation
Survival Surgery
Surgery
Post-operative care
Non-Survival Surgery
Pre-operative preparation
Surgery
Nonsurgical Procedures (including euthanasia) 
Hazardous Agent Use (location of animals while excreting agent)  
ACTIVITY  
BUILDING
ROOM
CM Managed Housing/Holding
Greater than 12 hours
Less than 12 hours
  
Pre-operative preparation
Survival Surgery
Surgery
Post-operative care
      
Non-Survival Surgery
Pre-operative preparation
Surgery
Nonsurgical Procedures (including euthanasia) 
Hazardous Agent Use (location of animals while excreting agent)  
C2.  SPECIAL HUSBANDRY REQUIREMENTS
Is approval requested for any special husbandry needs? Note that special husbandry needs that are approved must be implemented through direct arrangements with Comparative Medicine.
Please provide a description of the special husbandry needs:
SECTION D: SPECIAL CONCERNS FOR ANIMAL USE
D1.  EXEMPTION FROM ANIMAL WELFARE STANDARDS
Are there experimental or scientific reasons why any animal on this protocol should be exempted from animal welfare standards? 
D2.  CONTROLLED SUBSTANCE USE
Will controlled substances be used for anesthesia, restraint, animal management, agent testing, or euthanasia? 
See Policy 10.4.18: Controlled Substance and Prescription Drugs for guidance
D3.  PHYSICAL RESTRAINT
Will the proposed research require the use of physical restraint (other than short-term hand-held) of awake animals?
Please address D3a - f below.
D4.  WITHHOLDING OF ANESTHETICS OR ANALGESICS
Does this protocol involve procedures that are expected to cause pain, but for which pain-relieving anesthetics and/or analgesics will not be provided?
D5.  ANIMAL WELL-BEING,  HUMANE AND DEATH AS ENDPOINT FOR EXPERIMENTAL ENDPOINTS
According to The Guide, researchers should consider the impact of their procedures upon the animals' well-being.  Do you anticipate any animal health complications (e.g. local or systemic infection, physical or physiological impairment, heavy tumor burden, tumor necrosis, malnutrition, dehydration, etc.) arising from the experimental procedures or animal manipulations that are proposed in this protocol?
D5d.  According to The Guide, the Principal Investigator, with precise knowledge of both the objectives of the study and the proposed model, should identify, explain and include in the protocol a study endpoint that is both humane and scientifically sound. The experimental endpoint of a study occurs when the scientific aims and objectives have been reached. The humane endpoint is the point at which pain or distress is prevented, terminated or relieved in an experimental animal. The use of humane endpoints contributes to refinement by providing an alternative to experimental endpoints that result in more severe animal pain and distress, including death.  Please select the appropriate response.
D5c.  If animals experience complications that are not resolved by the above management plan, specify the action(s) that will be taken (select all that apply).
D5d.  According to The Guide, the Principal Investigator, with precise knowledge of both the objectives of the study and the proposed model, should identify, explain and include in the protocol a study endpoint that is both humane and scientifically sound. The experimental endpoint of a study occurs when the scientific aims and objectives have been reached. The humane endpoint is the point at which pain or distress is prevented, terminated or relieved in an experimental animal. The use of humane endpoints contributes to refinement by providing an alternative to experimental endpoints that result in more severe animal pain and distress, including death.  Please select the appropriate response.
D6.  ACCLIMATION OF RESEARCH ANIMALS
Acclimation upon arrival to FAU:
SECTION E:  EUTHANASIA & DISPOSITION
E1. EUTHANASIA:
Please indicate the role of euthanasia in the proposed activity:
Generally Acceptable Methods Of Euthanasia
Please specify the method(s) of euthanasia below.  Use a separate line for each species studied under this protocol. If applicable, provide a justification for methods that are acceptable with conditions. If using different method with t he same animal, use the add tab for each additional method. 
Unacceptable methods might be appropriate under certain circumstances (e.g. under field conditions) and can be approved by the IACUC if a strong justification is provided.
"Death must be assured by a second physical form of euthanasia in rodents, amphibians, and reptiles unless otherwise approved by the IACUC. In all other species, at a minimum respiratory and cardiac arrest must be assured by a trained technician."
NOTE:  ALL PRIMARY METHODS OF EUTHANASIA require a secondary method  to ensure non-recovery.  
             Please select the secondary method(s) that will be used to ensure euthanasia: 
Other Methods of Euthanasia (consistent with AVMA Guide on Euthanasia recommendations)
Species
Method (specify)
Agent / Dose / Route of Administration as Applicabale
E2.  FINAL DISPOSITION OF ANIMALS
E3.  SHARING OF TISSUES, FLUIDS, OR CARCASSES
Indicate below if you anticipate sharing tissues, fluids, or carcasses post-euthanasia from this protocol:
NOTE:  This section ONLY APPLIES to animals which are dead prior to collecting the tissues, fluid, or carcasses.  Any collection of tissues or fluids from animals which are alive requires specific protocol approval for the collection of tissues or fluids.
SECTION F:  PRINCIPAL INVESTIGATOR AGREEMENT
I will conduct the project in accordance with the PHS Policy on Humane Care and Use of Laboratory Animals, USDA regulations (9 CFR Parts 1, 2, 3), the Federal Animal Welfare Act (7 USC 2131 et. Seq.), and the Guide for the Care and Use of Laboratory Animals.
I have determined that the research proposed is not unnecessarily duplicative.
 
I confirm that all individuals working on this protocol have been assessed for health risks and are participating in an appropriate Occupational Health & Safety Program.  (Note:  FAU Occupational Health forms are located at FAU Occupational Health and Safety; participation in an Occupational Health Program is mandatory).
 
I confirm that all individuals listed on this protocol as working with animals have completed the CITI training or will be required to do so before being permitted to begin work with animals.  Further, I certify that those individuals are properly trained, or will receive such training prior to working with animals, in all areas relevant to their assigned work with animals (e.g., biology, handling, and care of the species used; aseptic surgical methods and techniques; the concept, availability, and use of research or testing methods that limit the use of animals or minimize distress; the proper use of anesthetics, analgesics, and tranquilizers; and procedures for reporting animal welfare concerns).
 
For animals under this proposal, I understand that in cases of necessary medical treatment, FAU's Attending Veterinarian is authorized to provide any treatment required to sustain life; or if necessary, provide humane euthanasia to prevent unapproved distress and/or pain.  I recognize that the comparative medicine staff will contact me as soon as possible using the emergency contact information that I provide in this application, but I understand that such contact may not always be possible prior to providing treatment or performing euthanasia.
 
I will notify the IACUC (researchintegrity@fau.edu) of unanticipated outcomes of animal use, including protocol and non-protocol disease or injury.  Unanticipated outcomes are generally defined as negative impacts to animal welfare or well-being.  This includes animals at FAU or animals funded by FAU but residing at collaborating institutions.
 
I will notify CM or Attending Veterinarian (AV) when unanticipated pain or distress, unexpected morbidity, or unanticipated mortality occurs.  
 
I will obtain approval from the IACUC before initiating any change in the study design or procedures by submitting an amendment requesting minor or significant change as appropriate. I understand that work performed without IACUC approval cannot be published with certification of IACUC approval and may result in federally-required reporting of non-compliance.
 
For all USDA Category D (anesthesia / analgesia provided to relieve potential pain) and USDA Category E (pain not relieved by anesthesia / analgesia) animal use procedures, I certify that I have reviewed the pertinent scientific literature and the sources and/or databases noted in this application and found no scientifically acceptable alternative to any of those procedures that would result in less pain or distress. This includes animals housed at FAU, wild animals which become injured in the course of the wildlife research described in the procedures in this protocol or animals funded by FAU but residing at collaborating institutions.
 
I authorize individuals listed on this application to conduct procedures involving animals and I accept responsibility for their oversight in the conduct of this proposal.
 
I have carefully reviewed, understand and agree to all the above agreement clauses (required for a submission):
PART II:  PROTOCOL SPECIFIC INFORMATION (Append to Part I, if applicable)
SECTION H:  ANIMAL EXPERIMENTS INVOLVING HAZARDOUS AGENTS
Complete only if applicable to your project. 
This portion of the protocol is for applications using hazardous agents IN VIVO such as radioisotopes, infectious agents, carcinogens or toxic chemicals. Because many of the questions are "agent-specific", unless toxicity/treatment/etc. are the same, please duplicate this form for each agent. 
H1. STUDY INVOLVES
H2. STATUS OF REVIEW by the appropriate Hazards Committee (Attach approval(s). If pending approval, a copy must be submitted as soon as approval is obtained)
H3. IDENTIFY AGENT
H4. RISKS TO HUMANS
Are there risks to humans? (If YES, complete the following)
H5. RISKS TO OTHER ANIMALS
Are there risks to other animals in the room or animal facility? (If YES, complete the following) Can other animals in the same room or in the facility become exposed (infected, contaminated, affected, etc.)?
H6. HAZARDOUS AGENTS
Is the duration of hazardous agents use the same as the total project duration? If different, state approximate time period.
Is there special animal care required relating to the use of hazardous materials?
(If YES, please describe) 
H7. FACILITY
Are there special containment facility requirements? (If YES, complete below)
a. Biohazard Room Outside the Animal Facility
b. Biohazard Room Within the Animal Facility
c. Other Containment Requirements 
(please describe below)
H8. WASTE AND ANIMAL DISPOSAL
Are there waste and animal disposal requirements? (If YES, describe)
PART II:         PROTOCOL SPECIFIC INFORMATION (Append to Part I, if applicable)
SECTION I:  TRANSPORTATION
I-1.  NON-COMPARATIVE MEDICINE ANIMAL TRANSPORTATION ON CAMPUS
Will animal be transported between buildings on the FAU campus by personnel or vehicle other than Comparative Medicine vehicles and/or personnel?
 How many times will any given animal be transported between buildings on campus?
Indicate the practices and materials that will be used to protect the animals during transit (select all that apply).
Will the animals be transported by private (non-Comparative Medicine) vehicle? 
I-2.  NON-COMPARATIVE MEDICINE ANIMAL TRANSPORTATION ON/OFF CAMPUS
Other than shipment from a commercial vendor, will animals be transported off campus at any time in a non-Comparative Medicine  vehicle?Note: Transportation in a private, non-Comparative Medicine vehicle requires prior IACUC inspection and approval of the vehicle.
Please provide the following information:
PART II:  PROTOCOL SPECIFIC INFORMATION  (Append to Part I, if applicable)
SECTION J:  SURVIVAL SURGERY PROCEDURES : See Policy 10.4.6
NOTE: Repeat items J1 through J15 for each species that will have survival surgery.
J1.  MULTIPLE SURVIVAL SURGERY
Will any of the animals have undergone survival surgery prior to being entered into this study (e.g., by the vendor or under a different protocol)?
Will any of the animals experience more than one survival surgery, including surgery prior to entering the study?
J2. NARRATIVE OF SURVIVAL SURGERY PROCEDURES UNDER THIS PROTOCOL
Will all sutures and/or wound clips be allowed to remain in place beyond the 14th post-operative day?
J3.  PRE-OPERATIVE ANIMAL SUPPORT (NOT ANESTHESIA)
Specify pre-operative actions that will be taken to prepare the animals for survival surgery (select all that apply):
Drug
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
J4.  PRE-OPERATIVE ANESTHESIA / SEDATION / TRANQUILIZATION
Will pre-operative anesthesia, sedation or tranquilization be provided to the animals?
Drug
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
J5.  INTRA-OPERATIVE ANIMAL SUPPORT (NOT ANESTHESIA)
Specify intra-operative care that will be provided to animals during survival surgery (select all that apply):
J6.  INTRA-OPERATIVE ANESTHESIA
Please list all agents and dosing regimens to be used for intra-operative anesthesia.
Anesthetic Agent
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
J7.  NEUROMUSCULAR BLOCKING AGENTS (PARALYTICS)
Will neuromuscular blocking agents (paralytics) be used at any time during the procedure?
Paralytic Agent
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
Reversal Agent
(if appropriate)
J8.  MONITORING DURING ANESTHESIA
Indicate below the indices that will be used for intra-operative monitoring of animal condition and depth of anesthesia.
J9.  POST-OPERATIVE ANIMAL SUPPORT DURING RECOVERY FROM ANESTHESIA
Indicate  care that will be provided to animals during post-operative recovery from anesthesia (i.e., until sternal recumbancy is regained and maintained):  Select all that apply.
J10.  MONITORING DURING RECOVERY FROM ANESTHESIA
Indicate below the indices that will be used for post-operative monitoring of animal condition during recovery from anesthesia. NOTE: Animals will be continuously monitored until fully recovered, as indicated by regaining righting reflex and purposeful movement
J11.  PAIN MANAGEMENT
NOTE:  The FAU IACUC encourages the use of pre-emptive analgesia for pain management.  Analgesia must be provided as early in the procedure as possible, ideally before the procedure begins.
Will analgesia be provided to the animal for relief of post-operative pain?
Analgesic
Timing of Administration
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
J12.  POST-OPERATIVE ANTIBIOTIC OR DRUG THERAPY
Will antibiotics or drugs other than experimental agents be provided to animals during the post-operative period? (7 days)
Agent
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
J13.  SINGLE HOUSING DURING POST-OPERATIVE RECOVERY
Animals are required to be socially housed unless otherwise requested and justified.  This provision exists from the point of anesthesia recovery up to seven days post recovery.  Please select the appropriate response which applies to this protocol.  If more than one is applicable, then select multiple responses:
Note: Males (in most rodent species) cannot be returned to colony after having been placed in single housing.
J14.  SPECIMEN COLLECTION FROM LIVE ANIMALS
Will specimens be collected from living animals during or after the survival surgery?
Define specimen type and collection details below.
J15.  HUMANE ENDPOINTS WHICH WILL BE MONITORED AND WILL PROMPT INTERVENTION TO PREVENT CONTINUED PAIN OR DISTRESS
According to The Guide, information that is critical to the IACUC's assessment of appropriate endpoint consideration within a protocol includes precisely defining the humane endpoint (including assessment criteria); the frequency of animal observation; training of personnel responsible for assessment and recognition of the humane endpoint; and the response required upon reaching the humane endpoint.  The IACUC has determined that the list below defines the commonly accepted clinical milestones which should be regarded as humane endpoints for most animal studies . Choose all of those which are appropriate for the species being used. For each milestone, indicate the action that will be taken. Add other milestones (in the row marked 'other') if applicable for defining the humane endpoints for the proposed study.
Clinical Observation / Milestone
Applicable
to my proposal
Frequency 
of observation
Protocol
personnel will perform each of these
observations
Response required upon reaching the humane endpoint. 
 Provide duration (# of days, weeks, etc.) of monitoring OR a scientific justification for not using the milestones listed
Infection unrelated to the protocol.
Not eating or drinking
(will require individual housing to effectively assess)
Decreased fecal and urine output
(will require individual housing to effectively assess)
Delayed wound healing 
(requires checking at least daily until suture removal)
Sudden behavioral change 
(Ex: aggression, guarding, hiding)
Licking, biting, scratching of the operative / injection site 
(requires checking at least daily until suture removal)
Poor posture or ambulating difficulty
(Ex:  tense, tucked-up, stiff gait)
Lost hair coat condition
(Ex:  ruffled fur, lack of grooming, piloerection)
Sudden activity level change
(Ex: restlessness, pacing, reluctance to move)
'Painful' facial expression
(Ex: grimace, eyes dull, pupils dilated, pinning of ears)
Oculonasal discharge
(Ex: rats shed porphyrin pigment when stressed)
Teeth grinding
(Ex: More common sign in rabbits, livestock)
Body weight loss exceeding 15% of free-feeding body weight relative to an age-matched reference.
(Ex: Requires regular <q 48 hours> weighing)
Self mutilation 
(requires checking at least daily until suture removal)
Neurological disorders (e.g., seizures, blindness, ataxia) that were not anticipated by the study plan.
Cardiopulmonary disorders (e.g. sudden weakness, vascular collapse, coma) that were not anticipated by the study plan.
Abnormal feeding or defecation for 48 hours  (e.g., decreased feed or water intake and/or decreased fecal production that is unrelated to the study plan).
Non-weight bearing for 72 hours (e.g., difficulty walking, inability to maintain upright posture)
SECTION K:  NON-SURVIVAL SURGERY PROCEDURES
NOTE: Repeat items K1 through K8 for each species that will undergo non-survival surgery.
K1. NARRATIVE OF NON-SURVIVAL SURGERY PROCEDURES
Specify pre-operative actions that will be taken to prepare the animals for non-survival surgery (select all that apply):
K2.  PRE-OPERATIVE ANIMAL SUPPORT (NOT ANESTHESIA)
K3.  PRE-OPERATIVE ANESTHESIA / SEDATION / TRANQUILIZATION
Will pre-operative anesthesia, sedation or tranquilization be provided to the animals?
Drug
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
K4.   INTRA-OPERATIVE ANIMAL SUPPORT (NOT ANESTHESIA)
Specify intra-operative care that will be provided to animals during non-survival surgery (select all that apply):
Agent
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
K5.  INTRA-OPERATIVE ANESTHESIA
Please list all agents and dosing regimens to be used for intra-operative anesthesia.
Anesthetic Agent
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
K6.  NEUROMUSCULAR BLOCKING AGENTS (PARALYTICS)
Will neuromuscular blocking agents (paralytics) be used at any time during the procedure?
Paralytic Agent
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
Reversal Agent
(if appropriate)
K7.  MONITORING DURING ANESTHESIA
Indicate below the indices that will be used for intra-operative monitoring of animal condition and depth of anesthesia.
K8.  SPECIMEN COLLECTION FROM LIVE ANIMALS
Will specimens be collected from living animals during the non-survival surgery?
 
SECTION L:  NON-SURGICAL PROCEDURES (Except Behavioral Testing)
NOTE: Repeat items L1 through L13 for each species that will undergo non-surgical procedures.
L1. SPECIES
L2.  PRE-PROCEDURE ANIMAL SUPPORT (NOT ANESTHESIA)
Will special pre-procedural care be provided?
Agent
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
L3.  INTRA-PROCEDURE ANIMAL SUPPORT (NOT ANESTHESIA)
Will special intra-procedure care be provided?
Agent
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
 L4.  INTRA-PROCEDURE ANESTHESIA OR CHEMICAL RESTRAINT
Will intra-procedure anesthesia or chemical restraint be provided?
Anesthetic Agent
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
L5.  MONITORING DEPTH OF ANESTHESIA DURING PROCEDURES
Indicate below the indices that will be used for monitoring animal condition and depth of anesthesia.
L6.  POST-PROCEDURE ANIMAL SUPPORT
Will special post-procedure care be provided?
L7.  MONITORING DURING RECOVERY FROM ANESTHESIA (if used)
Animals will be continuously monitored until fully recovered, as indicated by regaining righting reflex and purposeful movement. 
Indicate below the indices that will be used for post-procedure monitoring of animal condition during recovery from anesthesia 
(i.e., until sternal recumbancy is regained and maintained):
L8.  PAIN MANAGEMENT INTRA- OR POST-PROCEDURE
NOTE: The FAU IACUC encourages the use of pre-emptive analgesia for pain management.  Analgesia should be provided as early as possible in the procedure if it is expected to be painful or result in residual pain, ideally before the procedure begins. 
Is the procedure expected to cause pain or result in residual pain?
If pain is expected, will analgesia be provided for pain relief?
If analgesia will be provided for pain relief,  please list analgesics and dosing regimens below:
Analgesic
Timing of Administration
Dose
Route of Administration
Frequency of Administration
Duration of Treatment
L9.  SPECIMEN COLLECTION FROM LIVE ANIMALS
Will specimens be collected from living animals during or after the procedure(s)?
L10. INDWELLING CATHETERS OR IMPLANTS
Maintenance Necessary? 
L11. TUMOR TRANSPLANTATION OR CELL INOCULATION
Cells tested for animal/human pathogens?
Monitoring Necessary? 
L12.  HUMANE ENDPOINTS THAT WILL PROMPT INTERVENTION TO PREVENT CONTINUED PAIN OR DISTRESS
According to The Guide, information that is critical to the IACUC's assessment of appropriate endpoint consideration within a protocol includes precisely defining the humane endpoint (including assessment criteria); the frequency of animal observation; training of personnel responsible for assessment and recognition of the humane endpoint; and the response required upon reaching the humane endpoint.  The IACUC has determined that the list below defines the commonly accepted clinical milestones which should be regarded as humane endpoints for most terrestrial animal studies . Choose all of those which are appropriate for the species being used. For each milestone, indicate the action that will be taken. Add other milestones (in the row marked 'other') if applicable for defining the humane endpoints for the proposed study.
Clinical Observation / Milestone
Applicable
to my proposal
Frequency of observation
Protocol personnel will perform each  observation
Response required upon reaching the humane endpoint. 
 Provide duration (days. weeks. etc.) of monitoring OR a scientific justification for not using the milestones listed
Infection unrelated to the protocol.
Not eating or drinking
(will require individual housing to effectively assess)
Decreased fecal and urine output
(will require individual housing to effectively assess)
Delayed wound healing 
(requires checking at least daily until suture removal)
Sudden behavioral change 
(Ex: aggression, guarding, hiding)
Licking, biting, scratching of the operative / injection site 
(requires checking at least daily until suture removal)
Poor posture or ambulating difficulty
(Ex:  tense, tucked-up, stiff gait)
Lost hair coat condition
(Ex:  ruffled fur, lack of grooming, piloerection)
Sudden activity level change
(Ex: restlessness, pacing, reluctance to move)
Unexpected sweating or salivation 
(Ex: stressed rodents salivate excessively when stressed)
'Painful' facial expression
(Ex: grimace, eyes dull, pupils dilated, pinning of ears)
Oculonasal discharge
(Ex: rats shed porphyrin pigment when stressed)
Teeth grinding
(Ex: More common sign in rabbits, livestock)
Signs of moderate to severe pain or distress that was not anticipated by the study plan. 
Body weight loss exceeding 15% of free-feeding body weight relative to an age-matched reference.
(Ex: Requires regular <q 48 hours> weighing)
Self mutilation 
(requires checking at least daily until suture removal)
Neurological disorders (e.g., seizures, blindness, ataxia) that were not anticipated by the study plan.
Cardiopulmonary disorders (e.g. sudden weakness, vascular collapse, coma) that were not anticipated by the study plan.
Abnormal feeding or defecation for 48 hours  (e.g., decreased feed or water intake and/or decreased fecal production that is unrelated to the study plan).
Non-weight bearing for 72 hours (e.g., difficulty walking, inability to maintain upright posture)
SECTION M: BEHAVIORAL TESTING
M1.
Description of Procedures. Complete the table below for each procedure listed in Part I, Core
Information, section B.10.  For each special procedure, check all features that apply. 
Test
#
Behavioral
Test
Purpose of
Test
Species
1.
2.
3.
4.
5.
6.
7.
8.
a.
Provide a complete description of each procedure listed above, including the duration of the procedure, how frequently it will be repeated in any one animal, and any effects it is expected to have on the animal:
Special Procedure►
b.
Provide aspects of the test equipment and/or the procedures that must be considered in regards to animal health/well-being. Please provide detailed information (e.g. water temperature, cleaning schedules, cushioned surface if animals can fall from a height, intensity of noxious stimulus, drying/warming animals after swimming).
Special Procedure►
PART II:         PROTOCOL SPECIFIC INFORMATION (Append to Part I, if applicable)
SECTION N:  FIELD CAPTURE AND/OR FIELD STUDIES
N1.  SPECIES & LOCATION
Are there other vertebrate species that could be adversely affected or become involved due to proximity?
N2.  FIELD CAPTURE
Will any animals be captured in the field for observation, marking, measurements, testing, euthanasia, or other data collection activities? See Wildlife Research Policy 10.4.26
N3.  FIELD OBSERVATIONS
Will any animals be observed in the field or natural environment without capture or handling?
N4.  PERMITS AND AUTHORIZATIONS
Are local, regional, or national permits or other authorizations required for the observation, capture, transportation, data collection or other proposed activity using these animals?
If yes. please provide the following information for each required permit or authorization. If agency approval has not yet been obtained, indicate "pending" for date of approval and submit the required information when obtained.  Note that certification of IACUC approval will not be provided until all required information has been received. Please provide copies of applicable permits.
Agency: 
Agency phone number or e-mail:
Agency contact person:
Permit or authorization number:
Date of approval:
Duration of approval:
N5.  ANIMAL TRANSPORTATION
Will animals be transported from one field location to another (e.g., from the capture site to a research facility)?
If yes, please  review the Animal Transport Policy 10.4.10 and provide the following information:
N6.  IMPORTATION OF ANIMALS INTO FAU ANIMAL CARE AND USE FACILITIES
Will any animals be brought into FAU animal housing or use areas? These include both Comparative Medicine (CM) or PI managed facilities including satellite facilities. 
N7.  FINAL DISPOSITION OF THE ANIMAL:
PART II:         PROTOCOL SPECIFIC INFORMATION (Append to Part I, if applicable)
SECTION O:  GENETICALLY ENGINEERED (Tg/KO/etc) ANIMAL USE ONLY; 
NO BREEDING  (If genetically engineered animals will be bred at any time during the 3-year life of this protocol, DO NOT complete this section; complete Section P instead.)
O1. SOURCE OF GENETICALY ENGINEERED ANIMALS
Source of genetically-altered animals:
O2. SPECIES AND GENOTYPE
List species to be used, identify genetic lines, and indicate any induction method that is necessary
Species
Strain / Genotype
Phenotype Induction
O3. GENOTYPING
Will genotyping be performed under this protocol?
O4. PHENOTYPIC EXPRESSION AND CARE PROVISIONS
The phenotypic expression of this genetic alteration will likely result in:
Indicate unique or special animal care needs (e.g., feed, water, temperature, humidly, light, air flow, etc.) that will be required for these genetically-altered animals:
O5. RECORD KEEPING
Indicate the record-keeping system that will be used to document health surveillance and the maintenance of well-being for the genetically-engineered animals.
PART II:         PROTOCOL SPECIFIC INFORMATION (Append to Part I, if applicable)
SECTION P:  BREEDING COLONY (INCLUDING TRANSGENIC/KO BREEDING AND USE)
P1. JUSTIFICATION
Could the animals that will be bred be purchased from commercial sources in the required number?
Please identify the source of breeders:
P2. BREEDING COLONY SPECIES/STRAIN AND NUMBERS
On the chart below, indicate the number of breeders required, and provide estimates for the numbers of offspring expected and the anticipated disposition of those offspring, by strain, transgene, KO or KI.  Protocols have a life span of 3 years, list numbers anticipated over a 3 year period.  Use this chart if you have less than 6-8 lines of information to list.
Species
Strain/ Transgene/ 
KO/KI/rDNA
# of Male Breeders Required
# of Female Breeders Required
 
 
Expected Total # of Offspring
 
(Sum of columns 
A, B, & C)
 Estimated # of Offspring needed for experiments (over 3 year)
 
 Column A
Estimated # Of Offspring transferred to another Protocol
 
 Column B
Estimated # Of Offspring Euthanized Prior to  (or by)  Weaning 
 
 Column C
    
NOTE:  Genotyping animals by tail clip, blood collection, etc. is considered a 'use.'  Therefore,
    Column A:  Include animal's used for experimentation, tissue collection, and/or genotyping. 
    Column C:   Include animals that received NO procedure of any kind.
P3. DISPOSITION OF BREEDERS AND UNNEEDED OFFSPRING
    DISPOSITION OF RETIRED BREEDERS:  Please select the method of disposition for retired breeders:
    DISPOSITION OF PRE-WEANING/FLEDGLING NOT REQUIRED FOR THESE EXPERIMENTS:   Please define the method     
    of disposition for offspring which are used in completion of this protocol.
P4. BREEDING PLAN
BREEDING PLAN:  The breeding plan will be:
WEANING SCHEDULE:  Rodents will be weaned: 
     Note 1:  Delayed weaning of a single dam and her litter DOES NOT require an Appendix R.     
     Note 2:  Extended weaning REQUIRES removal of the male to prevent post-partum mating and subsequent
                   delivery of a second litter prior to removal of the first litter form the cage. Complete Appendix R 
     Note 3: Communal rearing of more than one litter by two females requires Appendix R. 
 
SPECIAL CARE REQUIREMENTS: Certain fragile strains may require special provisions to assure their well being.  Please specify if any special care provisions are required to facilitate the survival and development of these offspring.
SINGLE HOUSING:  The IACUC allows for single housing in specific circumstances. In these cases, exemption (Appendix R) is NOT required.  Please select the instances in which animals may be single housed.  
GENOTYPING:  In certain cases, an animal must be genotyped prior to use.  Genotyping is defined by federal policy as a 'procedure.'  Therefore, it must be described and approved by the IACUC.  
P5. TRANSGENIC/ KNOCKOUT ANIMALS
(Complete this section only if breeding genetically engineered animals.  Otherwise, go to section P7.)
The phenotypic expression of this genetic alteration will likely result in:
P6. SPECIES AND GENOTYPE
(Complete this section only if breeding genetically engineered animals.  Otherwise, go to section P7.)
List species to be used, identify genetic lines, and indicate any induction method that is necessary.
Species
Strain / Genotype
Phenotype Induction
P7. RECORD KEEPING (Applies to all breeding colonies of conventional and genetically engineered animals.)
Indicate the record-keeping system that will be used to document health surveillance and the maintenance of well-being for the conventional and/or genetically-engineered animals.
PART II:  PROTOCOL SPECIFIC INFORMATION (Append to Part I, if applicable)
SECTION Q:  SPECIAL INSTRUCTIONS FOR EMERGENCY ANIMAL CARE
(Use separate forms for care that differs by treatment group, species, or housing location)
Q1.  ADMINISTRATIVE INFORMATION
Q2.  CONTACT INFORMATION
Q3.  COMPLICATIONS AND TREATMENTS
Indicate preferred option when treatment is necessary:
Indicate preferred option when euthanasia decisions are necessary:
Indicate actions that are requested when euthanasia is performed or animals are found dead:
NOTE:  VETERINARIANS WILL TAKE ACTION BASED ON PROFESSIONAL JUDGEMENT IF PROMPT CONTACT IS NOT POSSIBLE.
                 (See the Letter from the Vice President for Research on veterinary authority for more information.)
PART II:  PROTOCOL SPECIFIC INFORMATION (Append to Part I, if applicable)
SECTION R: EXEMPTION FROM ANIMAL WELFARE STANDARDS
This section should be used to request exemptions from FAU University Policy or the NRC Guide for the Care and Use of Laboratory Animals ("Guide") for scientific reasons.  Specify the exemption(s) that are requested and complete the related item(s) as indicated.
R1. EXEMPTION FROM STANDARD HOUSING DENSITY
R2. EXEMPTION FROM CAGE CHANGING FREQUENCY
R3. EXEMPTION TO ALLOW RADIOS/SOUND/NOISE IN ANIMAL AREAS
R4.  EXEMPTION FROM STANDARD ENVIRONMENTAL CONDITIONS
Temperature, humidity, light, etc. 
E.g. temperature, humidity, light, etc.
R5. EXEMPTION FROM ENVIRONMENTAL ENRICHMENT (OTHER THAN SOCIAL HOUSING)
NOTE: If research involves rodents, complete Appendix T first. Refer back to this section or skip to R6. 
R6. EXEMPTION FROM SOCIAL HOUSING
R7. EXEMPTION FROM FREE CHOICE FEED OR WATER
Check the specific exemption(s) identified below. Restrictions as a management or clinical activity (e.g. NPO prior to surgery; treatment of disease) do not constitute an exemption to free choice feed or water and does not require approval of the IACUC. 
R8. OTHER EXEMPTIONS
 Check the appropriate box:  I will notify  Comparative Medicine Staff PRIOR TO initiating restriction:
 Check the appropriate box:  I will notify Comparative Medicine Staff PRIOR TO removing restriction:
PART II:  PROTOCOL SPECIFIC INFORMATION (Append to Part I, if applicable)
SECTION S: AQUATIC & REPTILE SPECIES
Aquatic animals have special needs.  This Section is designed to provide the IACUC specific details regarding care provisions of aquatic animals.
S1. AQUARIA LOCATION AND SPECIES SUMMARY
Please summarize water management and monitoring information programs for each animal facility, including all satellite facilities/rooms/enclosures. The following key will assist you in completing the form:
(1)  List location of aquaria, including outdoor enclosures (ponds or outdoor tanks). If indoors, list building and room number
(2)  Note that all species housed at the same location and maintained via the same design and monitoring may be listed in the same row.
(3)  Indicate if embryonic (E), larval (L), juvenile (J) or Adult (A)
(4)  Group tanks (ponds, outdoor tanks, multiple aquaria) have shared water supply (using arrays for distribution / collection); Individual aquaria have exclusive water handling systems. 
Location of aquaria
(1)
Species housed at the same location and maintained via the same design and monitoring may be listed in the same row.
(2)
Embryonic (E), larval (L), juvenile (J) or Adult (A)
(3)
Group or Individuals
(4)
S2. SYSTEM DESIGN
Please summarize water management and monitoring information programs for each animal facility, including all satellite facilities/rooms/enclosures. The following key will assist you in completing the form:
(5) Indicate water type, e.g., fresh, brackish, or marine.
(6) Indicate water circulation, e.g., static, re-circulated, constant flow, or some combination of these.  If applicable, indicate water exchange frequency and amount (percentage).
(7) Provide a key word for filtration employed, e.g., biological, chemical, mechanical, etc. and type (e.g., mechanical-bead filter).  A diagram may be provided showing the flow of water, filtration, source of “make-up” water and amount replaced daily.
(8)  Identify means of water disinfection (e.g., UV, ozone, etc.)
(9)  Pre-treatment means any action toward the incoming water not described above (e.g. carbon filtered, conditioned with  sea salt, toning to remove chloramine) 
Location of aquaria
(1)
Water Type
(5)
Circulation / Re-circ         
(6)
Filtration
(7)
Disinfection
(8)
Pre-Treatment
(9)
NOTE:  Records of equipment maintenance (filter changes, UV bulb changes, probe changes, calibrations, etc.) should be available for review. 
 
 
S3. SYSTEM MONITORING 
Monitoring - (In these columns, please indicate monitoring frequency, e.g. daily, weekly, monthly or other point sampling frequency; continuous/real time, or none, if applicable.  
Location of aquaria
(1)
Temperature
Salinity
pH
NH4
NO2
NO3
 
 
S4. SYSTEM MONITORING - GASES
Monitoring - (In these columns, please indicate monitoring frequency, e.g. daily, weekly, monthly or other point sampling frequency; continuous/real time, or none, if applicable.  
Location of aquaria
(1)
Dissolved O2
Total Dissolved Gases
Other, Please List:      
 
S5. SPECIAL HUSBANDRY
SECTION T: ENVIRONMENTAL ENRICHMENT (EE) FOR RODENTS 
In the table below are the environmental enrichment devices listed 
Comparative Medicine
 will provide for rodents housed
in 
CM
 managed facilities. These devices are offered on a rotational basis usually coinciding with cage changes. The
foraging 
items
 will mainly be used for breeders but could also be helpful to provide post-operatively to stimulate appetite
and maintain weight.  
All enrichment items listed can be offered:
Yes
 (Complete table) 
No    
Mice and Rats
Item
Yes
No 
Cotton Nesting Material 
Plastic Ball 
Polyurethane Chew 
Polycarbonate Rest Stop 
Paper Nesting Material or Bedding 
Foraging bits (e.g.: cereal, seeds, 
vegetables, fruit, nuts) 
Cardboard Huts or Tubes 
Plastic Huts or Igloos 
Nylon Chew 
Plastic Running Wheels 
PVC Tunnels 
Wooden Chew Blocks 
Manzanita Gnawing Sticks 
http://img.medicalxpress.com/newman/csz/news/800/2015/2-greenteaextr.jpg
Crawl Balls, Certified
Cyclone Chew, Small, Amber, Certified
Rest Stops, Certified
http://www.criver.com/CRL/media/Charles-River-Medias/20150327-SOT2015-BriannaGaskill_MouseInNest-478x269.jpg
http://vetmed.duhs.duke.edu/Photos/sseed.jpg
Bio-Huts for Mice, Certified
Mouse Igloos and Accessories, Certified
Bio-Serv Nylon Bones, Certified
InnoDome and InnoWheel
http://blog.jefferspet.com/wp-content/uploads/2015/03/ratstube.jpg
Wood Gnawing Blocks, Certified
Manzanita Wood Gnawing Sticks, 3
NOTE: If no to EE all together,or to specific items, complete section R5 in Appendix R to provide scientific justification.
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