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IACUC PROTOCOL REVIEW APPLICATION
Instructions: 

1.  All animal activities conducted on behalf of Appalachian State University or conducted on university property must be reviewed and approved by the Appalachian IACUC before any activities are performed. This application must be completed for each separate research project.  
2.  Complete all sections and send the request form electronically to iacuc@appstate.edu.  

Section I:  Proposal Information
1.
Project Title:           


  FORMCHECKBOX 
 New Protocol    OR      FORMCHECKBOX 
 Replacement for Protocol #         
2.
Principal Investigator:       









Telephone #:       
Email:       

Position:        
Department/Unit:       

Co-Investigator(s):       



Position:        
Department/Unit:       
3.  Are any institutions other than Appalachian State engaged in the research?

         FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes--Please list Institution, role, and contact information:       
4.  Dates of research:          to                      Number of years needed for approval      
5.
Project Support:   
 FORMCHECKBOX 
 Grant: Agency        FORMCHECKBOX 
 Pending      FORMCHECKBOX 
Funded, Proposal #      
Proposal Grant #:                                                  Sponsored Program # 
 FORMCHECKBOX 
 Departmental Support:                        

 FORMCHECKBOX 
 Teaching   Course Number(s), Year(s), Semester(s) offered:       
 FORMCHECKBOX 
 Other: Specify:       
	To be completed by the IACUC office:
 FORMCHECKBOX 
 Approved

 Years:  FORMCHECKBOX 
 1  FORMCHECKBOX 
 2  FORMCHECKBOX 
 3                  FORMCHECKBOX 
 Disapproved

 FORMCHECKBOX 
 Approved pending clarifications

                                              
IACUC Chair Signature: _______________________________________________ Date: ___________

If necessary, clarifications received on: __________________
IACUC Chair Signature: _______________________________________________ Date: ___________


	A copy of this page, signed by the IACUC Chair, serves as formal notice of the approval or disapproval of this protocol, or the need to submit clarifications to the IACUC.  The protocol is effective during the dates in the upper right corner, pending annual review.


Section II:  Study Description 
1. Non-scientific summary of the proposed work:   BRIEFLY (no more than 250 words) describe in non-scientific terms (as if it were to appear as a newspaper article) the purpose and importance of this animal use activity.  Include statements of the purpose, importance of animal use, and a description of the procedures to be used including the need for the specific species that will be used.      
2. Experimental Design and Methods: Describe the experimental groups and outline the procedures involving live animals that will be used to accomplish the specific aims of the study. This description should allow the IACUC to understand what happens to an animal from the time of acquisition to the end of the study.  All procedures and surgeries should be listed.  However, specific surgical information will be requested in section VIII and procedures performed on tissues after harvest need not be described in detail.
3. No Duplication:  Provide below a brief narrative description of the methods and sources that were used to determine that the proposed activities do not unnecessarily duplicate previous experiments.  (Sources might include Biological Abstracts, Index Medicus (PubMed or Ovid databases), Agricola, ISI Web of Science, and Chemical Abstracts).
Narrative:

	Date of Search:
	     

	Years Searched:
	     

	Data Bases:
	         

	Keywords:
	          


Section III:  Personnel, Qualifications, Training
List all individuals involved in the study who perform procedures using live animals, or are responsible for their welfare; state their duties and relevant training/experience.  

	Name
	Role (e.g., PI, co-I, Research Assistant, Research Coord., Faculty Advisor, etc.)
	Responsibilities: Please describe primary activities this person will conduct.
	Completed CITI Training?

	     
	     
	     
	     Yes

	     
	     
	     
	     No


Section IV: Animals and Acquisition
1. Animal Rationale and Species:
        Provide a rationale for involving animals and the appropriateness of the species proposed for this study. Note if any species are endangered or protected.     
2. Animal Number Justification:

        Number of Animals to be used:     
      For each experimental group, justify the number of animals required for this research project by using either a power calculation or journal citations in which a similar number of animals have been used for the specific type of research proposed.       
3.  Please select how the animals will be acquired:



 FORMCHECKBOX 
 In-house colony, please list:      


 FORMCHECKBOX 
 Commercial breeder, please list:      


 FORMCHECKBOX 
 Non-commercial breeder, please list:      


 FORMCHECKBOX 
 Wild species, describe acquisition:      


 FORMCHECKBOX 
 Privately-owned animals, describe:      


 FORMCHECKBOX 
 Other, please describe:      
4. Will animals be delivered/transported as a part of your acquisition?



 FORMCHECKBOX 
 No      
 FORMCHECKBOX 
 Yes:  Please describe transportation procedures, including locations, who is responsible for animals, and vehicles/methods used:      
Section V:  Field Studies

1. Will animals be studied and/or observed in the wild?

 FORMCHECKBOX 
 No
(Skip to section VI)

 FORMCHECKBOX 
 Yes:  Describe any special procedures that will take place involving animals in the wild (capture, tagging, tracking).      
2. Indicate if federal, state or other permits are required, whether they have been obtained, and who is covered under the permit(s):      
3. Are you manipulating the animal(s) or its/their environment?
 FORMCHECKBOX 
 No
(Skip to section XIII)



 FORMCHECKBOX 
 Yes
4. If an animal is injured as a result of the study procedures, what steps will be taken to address?      
Section VI:  Housing

It is the policy of the University that all laboratory animals must be housed in the ASU Animal Care Facility maintained and managed by the College of Arts and Sciences. Exceptions to housing animals in this facility are made on the basis of scientific requirements of particular research projects. 

1. Will the animals be housed in the ASU Animal Care Facility?    

 FORMCHECKBOX 
Yes:  Have you confirmed with the manager of animal facilities that resources are available in the animal facility for your project?  



 FORMCHECKBOX 
 Yes



 FORMCHECKBOX 
 No     

 FORMCHECKBOX 
 No, another location on campus, please list Building               Room #      
 FORMCHECKBOX 
 No, another location off campus, please list                 
Have these facilities been previously inspected and approved to house the indicated species?  




 FORMCHECKBOX 
 Yes      

 FORMCHECKBOX 
 No:  State clearly why it is not possible to accommodate your experiment in facilities managed by the College of Arts and Sciences.      
2. Will Animal Care Facility personnel provide the primary care (i.e. feeding, watering, cage changing) of experimental animals?


 FORMCHECKBOX 
 Yes      
 FORMCHECKBOX 
 No:   Explain why personnel other than the Animal Care Facility staff should provide primary animal care, and provide name of the individual responsible for ensuring care of the animals.       
Note that current Standard Operating Procedures for the daily care of the animals must be available to a site visitor or inspector.
3. Who will provide veterinary care for the animals?


 FORMCHECKBOX 
 Appalachian’s Attending Vet only    

 FORMCHECKBOX 
 Other, Please name      
Section VII:  Non-Surgical Procedures
1. Please list specific locations where animal activities will be performed, including laboratories. If animals in the wild will be used, describe how they will be observed, any interactions with the animals, whether the animals will be disturbed or affected, and any special procedures anticipated.       
2. Will the animals be fed experimental diets? 

  
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes:  Describe the features of the experimental diets and any potential adverse consequences related to the diets.      
3. Does the protocol involve food or water restriction? 

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes:  Describe the procedures involving food or water restriction, and the methods used to monitor the health of the animals.      
4. Will the protocol involve environmental alterations (i.e., reversed light-dark cycle, unusual temperatures, etc.) during housing?


 FORMCHECKBOX 
 No     

 FORMCHECKBOX 
 Yes:  Describe the alterations and provide scientific justification:      
    

During experimentation?  

 FORMCHECKBOX 
 No     

 FORMCHECKBOX 
 Yes:  Describe the alterations and provide scientific justification:      
        
5. Will prolonged restraint of un-anesthetized animals be used?   

   


 
 FORMCHECKBOX 
 No     

              
 FORMCHECKBOX 
 Yes Provide justification:      
Section VIII: Surgical Procedures

1. Does the protocol involve surgery?     



 FORMCHECKBOX 
 Yes      


 FORMCHECKBOX 
 No (skip to section IX)

2. State whether the procedure is survival or terminal (check one or both as applicable).  



  FORMCHECKBOX 
 Survival (major/minor surgical procedure from which animal is allowed to recover)

 
  FORMCHECKBOX 
 Terminal (major/minor surgical procedure conducted in an anesthetized animal; animal is     euthanized prior to recovery)


Terminal Surgery:  Provide a brief description of the surgical procedure.      
3.
If Survival Surgery, please provide a brief description of the surgical procedures.  Do not exceed one page.      

Survival surgery (including that done on rats and mice) must be performed using aseptic surgical technique, per the PHS Guide for Care and Use of Laboratory Animals.
4.
Describe post-surgical care, including:

Name(s) of individual(s) responsible for providing post-surgical care:       
             For all survival surgeries, animals must be monitored daily, including weekends and holidays and for non-rodents, records of animal condition must be maintained until the animals are recovered fully. Individuals responsible for post-surgical care must be listed in the Personnel Section (section III).

Frequency of animal monitoring (post-surgical period and thereafter):       
             Post-surgical monitoring of animals should occur every 30 minutes until animal is conscious and all reflexes are present, but may not be able to control its body position, 6-10 hours until animal can either maintain itself in a sternal position, or can stand and move about, but may still show some sedation, ataxia, hypothermia or dehydration, and then monitor daily.  


How signs of distress will be monitored:        

Criteria for analgesics:         
IX: Pain and Distress

1. Considering all the procedures of your protocol, please complete the table below, using the USDA Pain Classification definitions and examples below.
	Species
	USDA Pain Category*
	# of Animals per Group

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	Total number of animals that will be used for the entire project:
	     
	     


USDA Classifications and Examples

Classification B: Breeding, holding colony or observation-only protocols.

Examples include: breeding colonies; newly acquired animals; animals held under proper captive conditions; wild animals that are being observed with no manipulation of animal or environment.

Classification C: No more than momentary or slight pain or distress and no use of pain-relieving drugs, or no pain or distress.

Examples include: routine examinations; blood sampling; injection of non-toxic materials; approved methods of euthanasia that induce rapid unconsciousness; very short duration of noxious stimuli; field research with manipulation of animal or environment; positive reward projects.
Classification D: Pain or distress appropriately relieved with anesthetics, analgesics, and/or tranquilizer drugs or other methods for relieving pain or distress. 

Examples include: survival and terminal surgeries; behavioral studies on restrained animals; studies using noxious stimuli from which escape is possible; use of Freund's complete adjuvant; exsanguination under anesthesia; induced infections or antibody production with appropriate anesthesia and post-op/post procedures analgesia when necessary. 
Classification E: Pain or distress or potential pain or distress that is not relieved with anesthetics, and/or tranquilizer drugs or other methods of relieving pain or distress.

Examples include: studies of acute and chronic pain; prolonged application of noxious stimuli from which escape is impossible; the use of muscle relaxants in surgery without concurrent use of anesthetics; studies where death is the end-point, i.e. diseases are induced and infected animals are permitted to succumb rather than treated or euthanized; food or water deprivation where actual or potential for causing lasting harm or distress; prolonged restraint; toxicological or microbiological testing, cancer research, or infectious disease research that requires continuation until clinical symptoms are evident or death occurs; prolonged changes in animal’s housing or environmental alterations that may cause distress or harm.
Important notes:  1. The USDA requires a veterinary consultation for any protocols involving “procedures that may cause more than momentary or slight pain or distress” prior to submission (applies to USDA-covered species).  2. The IACUC has the authority to change the proposed Pain classification during the review process. 3. The Appalachian State University Attending Veterinarian will review all applications and approve or advise on the proper use of anesthetics, pain relieving medication, and pain-inducing procedures. 

2. Please provide a written narrative of the methods and list the sources used to determine that no alternatives are available which are less painful or less stressful other than the procedures proposed in the protocol. Sources might include Biological Abstracts, Index Medicus (PubMed or Ovid databases), Agricola, ISI Web of Science, Chemical Abstracts, Bioethics line, Psych Info, Science Direct, the Current Research Information Service, or the Animal Welfare Information Center of the National Agriculture Library (301/504-6212).       
	Date of Search:
	     

	Years Searched:
	     

	Data Bases:
	         

	Keywords:
	          


3. Please describe any and all potentially painful procedures. List known signs of pain and distress exhibited by the species:      
4.
Describe the proposed treatment to prevent, alleviate, or remove pain and distress:      
5.
Describe both the study and humane endpoints:      
X: Anesthesia and Analgesia

1.   Will any drugs be administered during this protocol? 


        FORMCHECKBOX 
 No     
        FORMCHECKBOX 
 Yes Provide details below:

2. If an animal in this study was not anesthetized, would the animal feel more than momentary or slight pain or distress if exposed to the procedures proposed in the protocol?










 FORMCHECKBOX 
 Yes    
 



 FORMCHECKBOX 
 No

















Will analgesia be used?      
 FORMCHECKBOX 
 Yes    
 FORMCHECKBOX 
 No   Provide justification:      
Will anesthesia be used?    
 FORMCHECKBOX 
 Yes    
 FORMCHECKBOX 
 No   Provide justification:      
Anesthetic drugs (including neuromuscular blocking agents) administered to live animals:
	Drug (generic name)
	Initial Dose (mg/kg)
	Additional Maintenance Dose (mg/kg)
	Route

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


What is the estimated time period the animal will be anesthetized per exposure to the anesthetic drugs?      
If neuromuscular blocking agents are used, how will the plan of anesthesia be monitored?
      
Post-Surgical/post Procedural Analgesic or Tranquilizing Drugs:
	Drug (generic name)
	Dose (mg/kg)
	Route
	Frequency of Administration

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


All other Drugs or Agents (Experimental or therapeutic):
	Drug/Agent

(generic name)
	Dose (mg/kg)
	Route
	Frequency
	Estimated Duration of Treatment

	     
	     
	     
	     
	

	     
	     
	     
	     
	

	     
	     
	     
	     
	

	     
	     
	     
	     
	


3.
 Describe the tracking and security procedures in place for the controlled substance(s):      
4.    Describe possibilities (if applicable) for nonpharmacologic control of pain (eg, acupuncture, laser therapy):      
The Attending Veterinarian will provide certification of review and consultation on proper use of anesthetics and pain relieving medications for any painful procedures.  If you are using a different veterinarian, you must provide evidence of review or consultation.
Section XI:  Euthanasia

When proposing euthanasia methods, consider the species and age of the animals, proposal objectives, and skills & training of personnel performing the euthanasia.
1. Will euthanasia be applied?
 FORMCHECKBOX 
 No (skip to section XII)

 FORMCHECKBOX 
 Yes:  Describe the method used. If appropriate, give generic rather than brand names of agents used, dosage (mg/kg) and routes of administration.      
Describe the threshold where euthanasia is utilized as a humane treatment for the animal.      
2.   Describe how confirmation of death is performed, and list and secondary methods of euthanasia if applicable.

3.
Describe the method of carcass disposal:      
****The method of euthanasia used should be consistent with the recommendations of the updated 2020 Report on the AVMA Panel on Euthanasia: If the method is not recommended by the AVMA, provide a detailed scientific justification.​       
Section XII: Hazardous, Radioactive, and Infectious Materials
1.   Is legal authorization from any state or country required for any aspect of this research (other than IACUC approval)?  
 






 FORMCHECKBOX 
 No     





 FORMCHECKBOX 
 Yes
Explain nature of authorization, where obtained, and provide license/permit number and the dates covered by the permit/license for collection.       
2.   Hazardous Agents:

Please list all chemical agents to be used. For each agent listed, indicate location of Material Safety Data Sheet (MSDS) and describe precautions needed for each substance:
	Chemical Agent
	MSDS Location
	Precautions

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


3.   Will EPA Hazardous Waste be produced?   
 




 FORMCHECKBOX 
 No   
  




 FORMCHECKBOX 
 Yes:  Please identify disposal procedures to be followed.      
4.   Will any Regulated Radioactive Materials be used?  
 




 FORMCHECKBOX 
 No    
  
 FORMCHECKBOX 
 Yes:  The PI must secure approval from Appalachian’s Radiation Safety Officer (RSO).  The Office of Research Protections will collect the appropriate documentation.
5.   Will any recombinant DNA be used in this protocol?    



 FORMCHECKBOX 
 No   
 FORMCHECKBOX 
 Yes:   The PI must secure approval from the Institutional Biosafety Council (IBC).  The Office of Research Protections will collect the appropriate documentation.
6.   Will any infectious materials be used in this protocol?    



 FORMCHECKBOX 
 No   
 FORMCHECKBOX 
 Yes:   The PI must secure approval from the Office of Environmental Health, Safety and Emergency Management. 
Section XIII:  PI Responsibility & Signatures 
I hereby apply for a three-year approval (with annual review required for the second and third years) for the project described, and assume responsibility for the animal care and use associated with this research.  By signing below, I confirm that:
A. I understand the requirements of the PHS Policy on Humane Care and Use of Laboratory Animals, applicable USDA regulations and ASU’s policies governing the use of vertebrate animals for research, testing, teaching or demonstration purposes.  My signature certifies that I will conduct the project in full compliance with the aforementioned requirements.
B. I understand that I will be subject to Post-Approval Monitoring on an as needed basis.
C. I certify that the activities listed in this protocol do not unnecessarily duplicate previous experiments. 

D. For all USDA Pain Classification D and E proposals:  I certify that I have reviewed the pertinent scientific literature and the sources and/or databases as noted and have found no valid alternative to any procedures described herein which may cause more than momentary pain or distress, whether it is relieved or not.

E. I am responsible to ensure that all personnel involved in the animal care, treatment and use aspects of this protocol are, or will be, adequately trained prior to participation in this study.

F. I certify that I will obtain approval from the IACUC before initiating any significant changes to the study.  Significant changes include but are not limited to: changes in the objectives of the study; proposals to switch from no survival to survival surgery; changes in the degree of invasiveness of a procedure or discomfort to an animal; changes in species or in the approximate number of animals used; changes in personnel involved in animal procedures; changes in anesthetic agent(s), the use or withholding of analgesics, and methods of euthanasia; changes in the duration, frequency, or number of procedures performed on an animal.

G. I certify that I will notify the IACUC regarding any unexpected study results that impact the animals.  Any unanticipated pain or distress, morbidity or mortality will be reported to the attending veterinarian and the IACUC.

The parties (the IACUC and the PI) agree to conduct this application process by electronic means, and this application is signed electronically by the PI and faculty advisor, if applicable.

My name and email address together constitute the symbol and/or process I have adopted with the intent to sign this application, and my name and email address, set out below, thus constitute my electronic signature to this application.

Principal Investigator: __________________________________________

________________





  




Signature













Date
Co-Principal Investigator: _______________________________________

________________





  




Signature













Date
Co-Principal Investigator: _______________________________________

________________





  




Signature













Date
Co-Principal Investigator: _______________________________________

________________





  




Signature













Date
Co-Principal Investigator: _______________________________________

________________





  




Signature













Date
Iacuc_application 08_19_12.doc


