
Lee University Human and Animal Research Committee 

ANIMAL RESEARCH PROTOCOL REVIEW FORM 
 

 

Name of Principal Investigator:           
 [NOTE: students cannot be listed as PI.  They may be listed as Co-PI, and their major professor listed as PI] 
 

Name of Co-PI(s):  
 

Department:   
 

PI’s Office number:   
 

PI’s E-mail Address:   
 

PI’s Telephone Number:   
 

Project Title:   
 

Source of Funding (check applicable box):  Internal (Department/College/University)   External 
 

 

Granting/Funding Agency that the Research Proposal was Submitted to:   

 

1.0 GENERAL INFORMATION ON ANIMAL CARE AND USE 

 

1.1  Nature / Purpose of the Research Project – Rationale for Proposed Use of Animals 

 

What are the objectives of this study? 
  

 

Describe the relevance of the study to human or animal health, the advancement of 

scientific knowledge, or the good of society. 
 

  

If this project is an extension of previous work, briefly explain why more work needs 

to be done. 
   

 

1.2  Justification of Species Selection 
 

Please provide additional justification for selection of the species selected by checking all 

applicable boxes below: 
 

 This is a new model. 

 A large database exists for this species which will allow comparisons with previous 

data. 

 The anatomy, genetics, physiology or behavior of the species to be used is uniquely  

suited to the study proposed. 

 This is the phylogenetically lowest species that provides adequate size, tissue, or 

anatomy for the proposed study. 

 The results will be directly applicable to the health or care of this species. 



 

Explain in the box below why living animals are required for the study, and why “lower order 

species” or non-animal alternatives cannot be used to achieve the desired results. 
 

 

1.3  Justification of Number of Animals to be Used 

A key principle in the ethical use of animals in research, testing and teaching is that the 

number of animals used in each project is the minimum necessary to obtain valid and 

meaningful results.  The Federal Animal Welfare Act and PHS Policies require that the ACC 

review the number of animals requested in each protocol and agree that the number is 

appropriately justified in terms of the stated goals of the project. 

 

In the table below, list the Animal Species & Total Number Proposed for up to 3 years: 
 

 

Species or Strain 
# in 

Year 1 

# in 

Year 2 

# in 

Year 3 

 

TOTAL 

     

                              

                              

                              

                              

                              
 

Researchers are required to provide a written justification for the proposed numbers of 

animals to be used.  Related to Section 1.5, describe in the box below how you determined 

the required sample size, number of groups, replications, trials, etc. as they relate to the total 

number of animals requested: 
 

 

In determining the numbers of animals required, which of the following are applicable: 
 

 A statistical assessment (power analysis) was performed to determine the numbers of  

animals needed to provide statistically significant results.  In the box below, please 

describe the statistical method/test used to determine appropriate group sizes / animal 

numbers, and state if a statistician was consulted to assist in the determination: 
 

 →       
 

 Based on the PI’s experience, these are the required numbers/group sizes as  

determined in the literature or discipline. 
 

 The numbers of animals or group sizes have been established by Federal  

guidelines/requirements. 
 

 This is a Pilot Study, and numbers reflect the minimum number of animals required to  

provide meaningful data, although not representing numbers that would be considered 

statistically significant as would be required in a standard protocol. 

 

Pain Category   
Please indicate which pain category your study will be in, based on the descriptions below. If animals will 



undergo procedures in more than one pain category, list only the highest category. 

 

Pain Category: ___ 

B - Breeding or holding animals only; no research conducted (fill in the blank using the categories below - based on 

procedures used in the study):   
C –  no pain, or slight/momentary pain or distress (e.g., observational studies; injection of non-irritating  

agents; blood collection from peripheral vessels; collection of cells or tissues following euthanasia)    
D –  pain or distress, but with pain relief provided (e.g., minor or major surgical procedures [survival or non- 

survival]  performed under anesthesia; collection of cells or tissues prior to euthanasia; painful procedures performed 

under anesthesia [retro-orbital blood collection in rodents])   
E –  pain or distress without anesthesia, analgesia, or relief where use of those drugs would adversely affect  

the procedures, results, or interpretation of the experiments (e.g., toxicity and lethal disease studies and other studies 

where pain and distress are not relieved through use of anesthetics, analgesics, tranquilizers, or euthanasia – in which 

the animals are allowed to die without intervention and mortality is the endpoint). Approval to conduct Category E 

requires detailed justification (see Section 1.4.7) 

 

1.4   Evaluation of Alternatives and Refinements for Painful and/or Stressful Procedures 

The Federal Animal Welfare Act and PHS Policies require that researchers evaluate the 

existence of alternatives (i.e., less sentient animal models, computer models, audio-visual 

training programs, etc.) when procedures cause more than slight or momentary pain or distress 

for the animal.  In addition to searching for alternatives to replace and/or reduce live animal 

use, it is required that refinements to proposed procedures also be evaluated.   
 

Complete the following if your research involves Category C, D or E procedures: 

 

1.4.1   Which database sources or methods were used to establish that alternatives  

were or were not available: 
 

 Medline (Index Medicus)  VetCD (Index Veterinarius)  AGRICOLA 
 

 Biological Abstracts   PubMed     Current Contents 
 

 Other (please list/identify):  

 

1.4.2   Which key-words were used in conducting the database search, to rule  

in/out the existence of alternatives: 

 

1.4.3   On what date(s) was the search was conducted:   

 

1.4.4 What were the inclusive years utilized in the search (e.g., 1985 to 2005):  

 

1.4.5 What Alternatives (Replacements), Reductions and Refinements to live  

animal use were identified [indicate none, or list the alternatives found] (NOTE: the use 

of anesthetics or pain relieving drugs for surgical and other procedures is 

considered as a refinement): 

 

1.4.6 Justification for Not Selecting / Utilizing Alternatives 

If existing alternatives and refinements were not selected, provide in the boxes 

below written justification for rejecting the alternatives and refinements, and justify 

why animals are required to accomplish the research objectives. 



 

Explain why your proposed animal model will better achieve the research 

goal(s) than the alternative method(s): 

  

 

Explain how, in your research design, you will minimize expected animal pain 

and distress consistent with the goals of your research, refining animal use by 

lessening or eliminating pain or distress and, thereby, enhancing animal well-

being (e.g., familiarization/conditioning of the animal; use of sedatives, 

tranquilizers, or anesthetics): 

 

 

1.4.7   For Pain Category E protocols (procedures involving pain and distress but for 

which appropriate anesthetic, analgesics or tranquilizing drugs would affect the 

procedures, results or interpretation of results), provide an explanation for the 

requirement to perform these procedures and reasons (detailed scientific 

justification) why appropriate drugs can be administered.  

    
 

 

1.5  Experimental Design 

Using non-technical (lay) language that a Senior high school student would understand, 

describe the experimental design in no more than one or two paragraphs in the box below. 

Please do not use scientific jargon, acronyms, and abbreviations. 

 
 

Describe in the box below the number of experimental and control groups, the number of 

animals in each group, the number of replicates, and the numbers and rationale for including 

extra/replacement animals. Those combined numbers must equal the total number of animals 

requested as listed in the table in Section 1.3.  For complicated experimental designs, 

submission of a flow chart, diagram, or table is strongly recommended to help the ACC 

understand what is proposed. 

 

 

1.6  Experimental Procedures 

Check the applicable box(es) below for all procedures involved in this research protocol: 
 

  

 

 

 

Procedures Used 

For each checked item, 

you must complete the 

appropriate Appendix 

form listed below for 

submission with this 

protocol form. 

 Standard Housing and Husbandry (to be completed for all live 

animals to be acquired; not required if carcasses are obtained) 

Appendix A 

 

 

Antemortem Specimen Collection – 
blood, tissues, other body fluids (CSF, peritoneal fluid, urine, feces, nasal 

or bronchial flushes), tail snips for PCR 

 

Appendix B 



 

 

Test Substance Administration –  
Injection or inoculation of toxic agents; use of bacterial, fungal, parasitic, 

rickettsial or viral infectious agents; biological materials; radioactive 

agents; recombinant DNA or RNA; use of adjuvants; use of Select agents; 

use of human cells 

 

Appendix C 

 Surgical Procedures – Major/Minor, Survival/Nonsurvival Appendix D 

 Antibody Production Appendix E 

 Stress Studies Appendix F 

 Tumor Production Appendix G 

 Field Studies and Wild Caught Animals Appendix H 

 Behavioral Studies na 

 Production / Feeding Evaluation (livestock, poultry,  horses, fish) na 

 

Describe in the box below the procedures that you will perform in animals when conducting this 

study, briefly summarizing those procedures which you must fully describe in the applicable 

Appendices:  

 
 

Describe in the box below any possible adverse effects of these procedures on animal health or 

well-being: 
 

 

Location of Animal Handling / Use 

If animals are removed from their housing area and transported to another area for experimental 

manipulation, indicated in the box below the location of the procedures / lab area (building and  

room #): 

 

1.7  Adequacy of Training and Experience of Personnel in Proposed Procedures 

List below the names of all research staff expected to handle and work with the animals or 

their wastes or tissues in this study.   
 

 

 

Name 

 

Education / Training 

# Years Experience  

with these Procedures and these 

animal species 

                  

                  

                  

                  

                  

                  
 

If personnel do not have experience with the exact procedures described in this protocol, 

please answer the following:  

 

How will they be trained:    
 

Who will train them:   



 

What are the training experiences or qualifications of the person(s) doing the training: 

  
 

1.8  Criteria & Process for Removing or Euthanizing Animal if Stressful or Painful     

       Outcomes are Anticipated 

Will death be used as an endpoint in this study (e.g., must animals progress to death without 

use of humane euthanasia procedures)?    Yes    or     No   
 

If yes, provide the specific federal code or agency requirement for allowing animals to 

progress to death without euthanasia: 

  
 

Unless mandated by a federally-validated procedure, PIs must monitor their animals and 

establish alternative endpoints when animals can be humanely euthanized to minimize pain 

and suffering.  In the box below, discuss the specific endpoint criteria that will be used for 

determining when sick animals, both on and off study, will be euthanized or otherwise 

removed from a study.  Examples of appropriate criteria that should be considered include a 

weight loss limit as a percentage of initial or expected body weight, allowable durations of 

anorexia, allowable tumor size or total tumor burden expressed as a percentage of body 

weight, the presence of health problems refractory to medical intervention, and severe 

psychological disturbances.  Note that the ACC requires the PI or designated staff to monitor 

the animals every 4 hours (24 hours/day including weekends and holidays) once they have 

developed significant signs of illness or toxicity. The specific endpoint criteria that will be 

used for determining when sick animals will be euthanized or otherwise removed from a study 

are: 

  
 

Provide the name(s) and contact #s of the person(s) responsible for monitoring the condition 

of the animals: 

  

 

1.9  Animal Disposition (For all antemorten specimen collection, complete Appendix B) 

 

A.  Non-Terminal Studies (Animals not killed):       Yes (double-click box to check if applicable) 

Animals will not be killed/euthanized at the end of the experiment, but will be sold, 

transferred to other approved studies, or retained within teaching or research pools.  

Describe in the box below the proposed disposition of the animals if they will not be 

euthanized (e.g., remain in herd, sold, transferred):  

 

 

B.  Animals Will be Euthanized:       Yes (double-click box to check if applicable) 
 

Is the proposed method of euthanasia one that is in accordance with the Recommendations 

of the 2000 Report of the AVMA Panel on Euthanasia?         

 Yes     or       No 

 



 No Prior Procedures  (double-click box to check if applicable)  

Animals will not undergo any experimental treatments or procedures, but will be 

euthanized to obtain tissues or specimens.          
 

 Euthanized After Experimental Procedures  (double-click box to check if applicable) 

If the method of euthanasia involves Chemical agents (e.g., euthanasia solution, 

injectable or inhalant anesthetic overdose, carbon dioxide asphyxiation, etc.), 

complete the following boxes:  
 

• List the name of the agent/drug to be used: →       

• If an injectable agent is used, list its concentration:  →       

• If an injectable agent is used, list its route of administration (e.g., i.m., i.p., i.v., 

s.c., i.c., or other):  →       

• If an injectable agent is used, list the dose (in mg/kg of body weight) to be 

administered:  →       

• Does the procedure involve exsanguination under anesthesia     Yes 

• Who will be performing the procedure (list all applicable staff):  →       

• Is the person performing the euthanasia adequately trained and experienced in 

the technique used, and if so, what is their experience: →       

 

If the method of euthanasia involves Physical procedures (e.g., cervical dislocation, 

decapitation/guillotine, captive bolt device, pithing, creation of pneumothorax, etc.), 

complete the following boxes: 
 

• List the method to be used: →       

• Who will be performing the procedure:  →       

• Is the person performing the euthanasia adequately trained and experienced in 

the technique used, and if so, what is their experience:  →       

• In the box below, provide written detailed scientific justification why a physical 

method (e.g. decapitation or cervical dislocation), rather than a chemical 

method, is required. Explain why chemical agents would adversely affect 

experimental parameters or samples collected for analysis.  You must include 

published references which support excluding the use of chemical euthanasia 

methods. 

→       

In the box below, describe how research staff will assure / confirm that death has 

indeed occurred following chemical or physical euthanasia (e.g., type of 

assessment/monitoring, criteria to ensure death has occurred, and timeframe of 

monitoring) [e.g., (1) Thoracotomy under anesthesia; (2) Cervical dislocation under 

anesthesia; (3) Exsanguination under anesthesia; (4) Prolonged exposure (>5 

minutes) to CO2; (5) Observation of vital signs for 5 minutes; (6) other]: 

 →       

 

Disposition of Animal Carcass(es) [check applicable box]: 
 

How will animals that are euthanized or which were found dead be disposed: 
 



 Rendering       Sent as Regulated Medical Waste       Landfill 
 

 Other (please describe): →       
 

If an animal caretaker finds an animal that is dead in its pen or cage, what do you want 

them to do: 
 

 Dispose of the carcass and then notify you later 

 Refrigerate the carcass, and then notify you to obtain additional instructions 

 

1.10  Unusual Housing and Husbandry Requirements (For Standard Housing and  

         Husbandry for all live animals to be acquired, please complete Appendix A) 
 

 NO,     there are no special or unusual housing or husbandry requirements.     
   
 YES,    the following special or unusual housing or husbandry requirements are      

required (check all that are applicable): 
 

 Food restriction.  Please describe/justify:    →       
 

 Water restriction.   Please describe/justify:  →       
 

 Single housing of social animals.   
 

 Greater than short-term restraint.   Justify why this is needed:  →       
 

 Environmental temperatures outside of established ranges.   

 Please describe/justify:  →       

 

 Captive housing of wild-caught species. Please describe how they will be  

held and cared for, and whether they are to be released or euthanized at the 

conclusion of the study:  →       
 

1.11  Assessment of Unnecessary Duplication 

Does the proposed research unnecessarily duplicate previous work?      Yes    or     No 
 

In the box below, provide a narrative description of how you came to your conclusion that 

your study does not unnecessarily duplicate previous work (e.g., current/ongoing scientific 

literature assessments, recent scientific meetings, consultation with peers): 

 
 

1.12  Multiple Major Operative Procedures      Yes     or     No 

A major operative procedure is defined in the ILAR/NRC“Guide” as a surgery which 

“penetrates and exposes a body cavity (e.g., abdomen, thorax, or skull) or produces 

substantial impairment of physical or physiologic functions”.  
 

Multiple survival surgeries involve completion of a major operative procedure, recovery of 

the animal from anesthesia, and a subsequent major operative procedure from which the 

animal recovers from anesthesia.  
 

The ACC cannot approve the use of an animal in more than one major operative procedure 

from which the animal is allowed to recover from anesthesia unless: 



 

• there is a scientific justification (e.g. related components of the same study) provided 

in writing and approved by the IACUC. Cost savings alone is not an adequate reason 

for performing multiple major survival surgery on animals. 
 

• the surgeries are required as routine veterinary procedures or to protect the health or 

well-being of the animal as determined by the attending veterinarian. 
 

Under special circumstances the ACC can submit, in writing, to the USDA/APHIS 

Administrator, for review and possible approval, a description of other special situations that 

may require multiple major survival surgery. 
 

If your project involves multiple major operative procedures as defined above, please 

provide a written scientific justification for the need for multiple surgeries in the box 

below: 

  →       
 



Certification of Compliance Assurance by Principal Investigator 
 

To the best of my knowledge, I certify that the information provided in this Animal Research 

Protocol Review Form is complete and accurate.  I understand that protocols involving animal 

species regulated by the Animal Welfare Act must undergo annual/continuing re-review by the 

Lee University Human and Animal Research Committee (LUHARC) as federally mandated, 

whereas protocols using non-regulated species are approved for a maximum period of three years.  

I understand that every third year the LUHARC must perform a new review of my protocol, and 

that I must submit a new protocol review form at the time of the triennial review. 
 

I also understand that LUHARC approval must be obtained before I: 
 

• Use additional animal species, increase the number of animals used, or increase the number 

of procedures performed on individual animals; 
 

• Change procedures in any way that might increase the pain/distress category in which the 

animals are placed, or might otherwise be considered a significant departure from the 

written protocol; 
 

• Perform additional procedures not described in this Animal Research Protocol Review 

Form; 
 

• Involve new study personnel who were not listed in this Animal Research Protocol Review 

Form;  
 

• Allow other investigators to use these animals on other protocols, or use these animals on 

another of my LUHARC -approved protocols. 
 

I further certify that no personnel will perform any animal procedures until they have been 

approved by the LUHARC. When new or additional personnel become involved in these studies, 

I will submit their qualifications, training, and experience to the LUHARC and seek LUHARC 

approval before they are involved in animal studies. I will ensure that all personnel are enrolled in 

the institutional Occupational Health Assurance Program prior to their contact with animals. 
 

I certify that I will notify the LUHARC regarding any unexpected project results that impact the 

animals.  Any unanticipated pain or distress, morbidity or mortality will be reported to the 

attending veterinarian or her/his designee. 
 

As Principal Investigator, I assure that these proposed activities do not unnecessarily duplicate 

activities/research previously conducted here or elsewhere, and that I have conducted a thorough 

literature search in making this determination. 
 

As Principal Investigator, I assure that I have considered alternatives (if any) to all above-listed 

procedures which may cause more than momentary slight pain or distress. 
 

Finally, I certify that I and my research staff will comply with the procedures described in the 

ILAR/NRC Guide for the Care and Use of Laboratory Animals (National Academy of Sciences, 

1996), with Public Health Service Policy, the Animal Welfare Act, and applicable University 

policies. 
 

Name of PI:   
 

Signature:  ______________________________  Date:  

 



APPENDIX B 

Antemortem Specimen Collection 
 

1.   Blood Collection 

Will blood be collected from live animals (anesthetized or awake) as a part of this proposal? 

 No.  Proceed to item 3. 

 Yes, but all collections are described in Appendix E, “Antibody Production”, so no 

further information need be provided here; proceed to item 3. 

 Yes (but not for antibody production).  Complete the table below, respond to Section 

1.1,  and then proceed to item 2 

 

 

 

 

Site and Method of 

Blood Collection 

 

Amount of blood 

collected, expressed as 

volume (ml) and % of 

body weight (assume 

1 ml of blood weighs 1 

gram) 

 

 

Total  

Number 

of Blood 

Collections 

 

 

 

Time Interval 

Between 

Collections 

         

                        

                        

 

[NOTE: Safe bleeding volumes for common laboratory species may be found in the Formulary 

for Laboratory Animals, second
 
ed., Iowa State University Press, Ames, Iowa.  Maximum volume 

collection expressed in ml /kg: mouse – 7.7; rat – 5.5; rabbit – 7.7; guinea pig – 7.7; hamster – 5.5; 

Cat – 7.7; Chicken – 9.9; pig – 6.6; and sheep – 6.6.] 
 

Who will perform this procedure?  
  
What training/experience does that person have in collecting blood from this species? 

 
 

If this is a Pharmacokinetic study, how many serial blood samples will be taken within a 24 

hour period (# =      ), and what is the volume of each sample (     ml) 

 

 

1.1  Use of Short or Longterm Catheters        Yes      or        No 

 

Is the catheter to be used: 

   a commercially manufactured, sterile intravenous catheter 

 a catheter made in the lab from plastic tubing.  If so, describe how the catheter  

will be sterilized before implantation/placement in the animal: →       

 

If an indwelling catheter is used to facilitate multiple blood collections, how long will it be 

left in place before it is removed (e.g., hours, days, weeks)?  →       
 

 



If the catheter is surgically implanted and then exteriorized through the skin 
 

▪ describe how the exit site in the skin will be maintained to prevent infection, 

and the monitoring used to assess the presence of a catheter tract infection  

→       
 

▪ describe what steps will be taken to prevent clotting/thrombus formation in 

the catheter  →       
 

▪ describe how animals with longterm catheters will be assessed to determine 

if septicemia (infected bloodstream) has developed  →       
 

2. Use of Anesthetics, Tranquilizers, or Analgesics for Blood Collection. 

Will anesthetics, tranquilizers, or analgesics be used to prevent pain or stress during collection 

of blood described in item 1 above? 

 No.  Justify below the omission of pain-relieving agents 

 The use of drugs would negatively impact biochemical or immunological  

parameters under study. 

 The collection method involves no or only momentary pain 

 

 Yes.  Complete the following table, and then proceed to item 3 
 

Anesthetic, tranquilizer, 

or analgesic agent 

Dose (mg/kg) & 

volume (ml) 

Route Frequency of 

Administration 
                        

                        

                        

 

 

3. Other Tissue Collection.   

Will other body fluids (e.g. cerebrospinal fluid, peritoneal fluid, urine) or tissues (skin biopsies, 

aspirates, or tail snips) be collected from live animals (awake or anesthetized) as a part of this 

protocol? 

 NO. 

 YES. Complete the following table; then proceed to item 4.  

 

 

Tissue or Fluid  

Collected 

Site & Method 

of Collection 

 

Amount (g) or 

Volume (ml) 

 

Number of  

Collections 

Interval 

Between 

Collections 
Tail tissue Amputation of 

tip 

1-2g 1       

                              

                              

 

Who will perform this procedure?   

What training/experience does that person have in collection of those tissues?  

 



 

4. Use of Anesthetics, Tranquilizers, or Analgesics for Collection of Fluids or Tissues. 

Will anesthetics, tranquilizers, or analgesics be used to prevent pain or stress during collection 

of body fluids or tissues described in item 3 above? 

 No.  Justify below the omission of pain-relieving agents 

 The use of drugs would negatively impact biochemical or immunological  

parameters under study. 

 The collection method involves no or only momentary pain 

 Yes.  Complete the following table. 
 

Anesthetic, tranquilizer, 

or analgesic agent 

Dose (mg/kg) & 

volume (ml) 

Route Frequency of 

Administration 

    

    

                        

 

Who will administer the agent(s)?   

 

What training/experience does that person have in administering those agents, and monitoring 

the depth of anesthesia or relief of pain?  
 



 APPENDIX H 

Field Studies and Wild Caught Animals 

 
1. List agencies who have issued required permits and permit approval status: 

 

Agency Name  Permit Type Permit Number Approval 

Period 

    

    

    

 
 

2. Do the species which will be caught, handled, or housed carry zoonotic diseases which  

would pose a risk to normal or immunosuppressed humans? 

 No. 

 Yes. Please list the likely diseases →      

 

3. List special training and precautionary measures that will be taken to prevent infectious  

disease transmission to field students and staff working under field conditions. 

 
 

Training. 

 Who has or will provide the training →      

 List the date(s) that study staff received the training→      

 Describe the nature of the training →      
 

Use of Personal Protective Equipment (PPEs). 

Which of the following will be used when handling animals, their wastes or tissues 

(check all that are applicable): 

  gloves 

  surgical (dust) mask 

  respirator (half-face, full-face, or PAPR) 

  lab coat or coveralls 

  disposable Tyvek jumpsuit 
 

Transportation. (check all that are applicable): 

  No transportation of wild animal species is involved 

  Animals will be transported to another location (check all that are applicable): 

   transport will be in a State vehicle 

   transport will be in faculty/staff/student personal vehicle 

   animals will be in a compartment other than the passenger   

      compartment 

 animals will be carried in the passenger compartment of the vehicle 

 the environment of the animal(s) will be climate controlled during  

transport to avoid effects of temperature excesses (e.g., hyperthermia or 

hypothermia) 
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