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INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC)


987830 Nebraska Medical Center


Omaha, NE  68198-7830


402/559-6046

Fax 402/559-3300


IACUCORA@unmc.edu
IACUC APPLICATION

FOR FACULTY ANIMAL RESEARCH
ADVANCE \u3
SECTION I
1.
SUBMISSION REQUIREMENTS
ADVANCE \u1What to Submit:  This application is to be completed if you are a faculty member at UNMC or UNO proposing to use animals in research on either campus. If you need to breed animals as part of the experimental design of the research (i.e. need to generate pregnant females for fetal tissue or need to perform experimental research on suckling pups, etc) then complete this form and complete and attach Addendum A-Protocol Specific Breeding.    



How to Submit:  The IACUC recommends you submit the entire application by email to iacucora@unmc.edu. Alternatively, if you submit a hard copy, provide one (1) original and one (1) copy.  



Deadline:
Items that qualify for Full Committee Review must be submitted by the last business day of the month to be considered for review the following month.  Items that qualify for weekly Designated Member Review must be submitted by Monday of each week.  Type of review, Full Committee or Designated Member, is determined by the IACUC Administration based on regulatory requirements relative to the content of the submission.

2.  APPLICATION DATA
Title of Protocol:      
Status: New Submission  FORMCHECKBOX 


3 Year De novo Review of IACUC Protocol #:                  
Starting Date:                        Projected Completion Date:       


Principal Investigator:      

Email:     





Phone:     

Department/College:      Address:     

Campus Zip Code:     
Secondary Investigator (s):      
Research Associate (s):     
Postdoctoral Associate (s):     
Technician/Technologist (s):     
Student(s):     
Personnel designated to receive copies of IACUC correspondence:      

Email:     
3.
FUNDING SOURCE Check the appropriate spaces and/or provide the information requested.

PHS FORMCHECKBOX 



Nebraska State Grant Funds (LB506) FORMCHECKBOX 

NSF FORMCHECKBOX 



Departmental/Internal Funds FORMCHECKBOX 

Other External Funds FORMCHECKBOX 
 Specify:     
4.
STATUS OF GRANT APPLICATION
Application submitted on:     


Application to be submitted on:     

  Not applicable: FORMCHECKBOX 
                             Unusual deadline or considerations:     
5.
CERTIFICATION OF PRINCIPAL INVESTIGATOR
1. I am thoroughly familiar with the literature in the field of research proposed in this application, and I have determined that the research must be conducted on living animals.

2. I will abide by the requirements of the PHS Policy on Humane Care and Use of Live Vertebrate Animals, applicable Animal Welfare Act regulations and USDA Animal Care Policies,  Guide for the Care and Use of Laboratory Animals and all UNMC/UNO IACUC policies, guidelines, and procedures.

3. I will conduct this study in full accordance with the protocol approved by the IACUC.

4. I will ensure that all listed study personnel will carefully review this protocol after it has been approved by the IACUC and before undertaking any procedure on live vertebrate animals. A copy of the approved IACUC protocol and all approved changes will be maintained and available to all study personnel.

5. I will supervise all experiments involving live animals. I will ensure that all listed study personnel are qualified or will be trained as necessary in proper procedures, including animal handling, anesthesia, surgery, prost-procedural management, and euthanasia. I understand that I must maintain documentation of all procedure specific training for personnel involved in this protocol.

6. I will ensure that individuals not listed in this application will not conduct study related procedures on animals. When new personnel need to become involved in my studies, I will request approval from the IACUC before they are involved in animal studies.

7. I will ensure that all study personnel will participate in the UNMC or UNO Occupational Health and Safety Program and will be trained as required in order to minimize occupational health and safety risks.

8. I will ensure that all cell lines, tumor lines and other biological products have been appropriately tested to minimize the introduction of infectious agents into the animal colonies.

9. I will ensure that all study personnel follow appropriate husbandry procedures to minimize the possibility of transmission of infectious disease in my animal colony.

10. I understand that the health status of animals at UNMC is monitored via quarantine and sentinel animal programs. No animals may be brought on campus without participation in the program. 

11. I understand that Comparative Medicine (CM) veterinary staff have been/will be consulted as needed in the planning phase as well as during the study.

12. I will ensure that appropriate, accurate, and timely clinical records are maintained on USDA regulated animals under my care.

13. I recognize that if I can not be contacted promptly and animals in this project show evidence of illness or pain, emergency care, including euthanasia, may be administered at the discretion of the veterinary staff.

14. This application accurately reflects all animal use and care requirements as described in all applicable funding application(s) which will be used to support this research.

15. I understand that any deviation or modification from this IACUC Protocol including but not limited to use of additional animals, addition or altering of procedures, alteration of standard housing, must be approved by the IACUC prior to initiation. I will request in writing and receive written approval from the IACUC for any modification to this protocol prior to its implementation. A copy of the current approved protocol that has incorporated all approved changes will be maintained and available to all study personnel.

16. If I leave the University during my study approval period, I will either terminate my study by submitting a written request to the IACUC or transfer my study to another eligible PI by submission of a request for change to the IACUC.

17. I certify that I will promptly notify the IACUC regarding any unexpected study results that impact animal welfare. Any unanticipated pain or distress, morbidity, or mortality will be reported to the attending veterinarian. 
18. If I have approval to breed animals on this protocol, I agree to keep accurate records of the number of animals produced and their ultimate disposition. I understand that this information must be reported annually to the CM/IACUC office.
19. If a source of weaned animals for my experiments is from an approved Breeding Colony Protocol, I understand that all animals must be properly transferred to this research protocol through the on-line CMMS system at rss.unmc.edu.  
My signature below or electronic submission of this application indicates I have read the assurances listed above and certify that I will conduct the project in full accordance with them.  

_______________________________________        __________
 
Principal Investigator Signature








  Date

SECTION II
1.
CATEGORY OF RESEARCH:  Animal pain/distress classification (pick the highest level only)
 FORMCHECKBOX 

C
(A)
The research involves either no pain or involves momentary, slight pain, discomfort or distress. 

 Includes simple invasive procedures (e.g., injection, blood sampling), post mortem collection of tissues and 
 behavioral testing without discomfort or distress. 



 FORMCHECKBOX 

D1 (B)
The research potentially* involves minor short-term pain, discomfort or distress which will be





treated with appropriate anesthetics/analgesics. Includes terminal anesthetic surgery, minor survival 







procedure with anesthesia and without more than momentary postprocedure pain, discomfort or distress, 







and/or short-term
physical restraint (<60 minutes) of awake animals and/or induction of minor behavioral 







discomfort or distress.
Examples might include biopsy or implantation of chronic catheters.


 FORMCHECKBOX 

D2 (C)
The research involves procedures potentially* inducing moderate pain, discomfort or distress which 
               will be treated with appropriate anesthetics/analgesics and/or chronic maintenance of animals with a  disease/functional deficit. Includes major survival surgery with anesthesia (e.g., orthopedic surgery on major skeletal components, bowel resection, cardiac surgery, adrenalectomy) and/or inducement of a functional deficit 
(e.g., diabetes, glaucoma, heart failure, inflammation induced by adjuvants and tumor inducement), and/or 
physical restraint (>60 minutes) of awake animals and/or induction of more than minor behavioral discomfort or distress.



 FORMCHECKBOX 

E
(D)
The research involves more than momentary pain, discomfort or distress which cannot or will not







be alleviated through the administration of appropriate anesthetic, analgesic or tranquilizer drugs.  
Examples include pain research, toxicity testing in which pain is expected, and carcinogenesis experiments where animals become moribund.

*Potentially means that the animal would experience pain if analgesic drugs were withheld.

2.
ANIMAL INFORMATION:  The investigator must specify the number and source of animals which are required for the research project. 
	
	# Purchased1 

(or received from another institution)
	# Transferred2
from another UNMC/UNO

approved IACUC protocol
	# Bred/Produced3
on this Protocol

(Addendum A)

	Species
	Strain
	Sex
	Age/Wt
	# of Animals
	Source
	# of 

Animals
	IACUC 
Protocol #
	# to be used for experimental purposes on this protocol


	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


1Number Purchased. This includes animals purchased from an approved commercial vendor and/or animals received from 
another institution. All animal orders must be coordinated through Comparative Medicine regardless of source. 
2Number Transferred. This includes animals that are transferred from a different IACUC approved protocol including Breeding 
Colony Protocols. Include in this column the number that will be transferred and the approved IACUC protocol number. If you are submitting a Breeding Colony Protocol in conjunction with this application, fill in the number of animals to be transferred but 
leave the IACUC Protocol # blank. The numbers proposed and justified in this application should only apply to the experimental animals.
3Number Bred/Produced. If you need to breed animals for use on this protocol as part of the experimental design, complete 
the above chart and list only the number of animals (i.e. pregnant females, neonates, and/or pups) produced that will be subjected to experimental manipulations. Complete and attach Addendum A- Protocol Specific Breeding.
3.
BIOHAZARDOUS MATERIAL:  
a. If the experiments involve biohazardous materials, the appropriate category should be checked, the hazard specified and approval obtained from other required review committees: 

 FORMCHECKBOX 
Infectious Agents- approval also required from the Institutional Biosafety Committee (IBC).



IBC Administrator 559-6540



Specify Agent(s):     


Approved IBC Protocol #:     
 FORMCHECKBOX 
Recombinant DNA- approval also required from the Institutional Biosafety Committee (IBC).



IBC Administrator 559-6540



Specify DNA:     


Approved IBC Protocol #:     
 FORMCHECKBOX 
Radioisotopes- approval also required from the Radiation Safety Office and a current RSO-35 form for radioisotope 
   
use in animals must be on file with their office. RSO 559-6356



Specify isotope(s):     
 FORMCHECKBOX 
Carcinogens 


Specify:     


MSDS is available at:     
 FORMCHECKBOX 
Toxic chemicals,( e.g., MPTP, TMT) 


Specify:     


MSDS is available at:      
 FORMCHECKBOX 
Chemotherapy Agents/Drugs 



Specify:     
b. Will animals that have been exposed to any of the hazards listed above be transported to any areas outside the animal facility? (e.g., MRI, CT, lab, etc.)




 FORMCHECKBOX 
 YES. Please list these areas below. Approval must be obtained from the area directors.



 FORMCHECKBOX 
 NO
The use of some biohazardous materials may require a written Operational Safety Protocol (OSP) for use in the animal facilities.  This document must be developed between the principal investigator, the Director of Comparative Medicine (CM), and the appropriate UNMC safety department.  Please note, if required, this safety protocol must be agreed to by all parties prior to IACUC approval of this protocol.  Any letters of approval from UNMC safety committees should be submitted to CM at zip DRC 5810. For questions related to biohazard use, please contact the Comparative Medicine Safety Compliance Coordinator at 559-4034.
SECTION III
INSTRUCTIONS: The IACUC requests the following information pursuant to its charge by the PHS Policy on Humane Care and Use of Laboratory Animals and USDA Animal Welfare Rules (9CFR2.31) in order to document official institutional approval of animal use.  This application is subject to on-site review by the PHS, USDA and AAALAC International.  

· Address each item independently, according to the specific information requirements of that section.

· Do not include information in a section that is not pertinent to that section.

· Do not refer to information in another section.

· Do not submit major sections of your grant proposal or excessive detail of assays not directly related to the use of animals (e.g., chemical assays, molecular biology, and in vitro tests).
· Include sufficient information to allow reviewers to determine whether the research merits the use of animals and whether the animals will be treated humanely.  
· All abbreviations and terms not part of common usage should be clearly defined. 
· Refer to the current IACUC Guidelines and Policies on the Website. 
· Consult with Comparative Medicine and the IACUC Administrative Office during completion of this form. 
1. Purpose of the Study.  What are the specific scientific objectives (aims) of the research?  If the research has more than one objective, they should be stated separately in numbered sequence.
2.
Potential Value of the Study.  What is the potential value of the study with respect to human or animal health, the advancement of knowledge or the good of society?  Identify the information gaps the project is intended to fill.  Note:  The relative value of the study is a particularly important consideration in potentially painful experiments where it is imperative that the potential benefits of the research clearly outweigh any pain, discomfort or distress experienced by the animals.

3.
Previous IACUC Approved Applications.  Does this project contain Category D2 or E procedures that have been approved in previous applications by the principal or secondary investigators?  If yes, indicate the IACUC approval number(s) and the procedures.   

Sections 4-8 should show that alternatives have been considered and their rejection appropriately justified if applicable.  Federal regulations require that investigators consider whether alternative techniques or methods are available that allow for replacement, reduction, or refinement of animal use. These include methods that use non-animal systems or less sentient animal species to partially or fully replace animals, methods that reduce the number of animals to the minimum required to obtain scientifically valid data, and methods that refine animal use by lessening or eliminating pain or distress.  Any method that could reduce animal use or animal pain or distress without affecting the research outcome should be incorporated into a protocol.
4.
Duplication.  Does the study or do portions of the study duplicate previous experiments?  If yes, explain why the duplication is scientifically necessary.  If there is no duplication of previous research, this should be stated.  Note:  Research involving animals must not unnecessarily duplicate previous experiments conducted at UNMC/UNO or elsewhere.  
5.
Alternatives to Animal Use.  What alternatives to the use of live animals have been considered?  What reasons did you have for rejecting them?  If specific alternatives to live animal use do not exist, this should be stated and justified appropriately.  Note: When research objectives can be achieved using reasonably available non-animal models (e.g., mathematical or computer) or in-vitro models (e.g., tissue culture), the investigator should choose the alternative thus avoiding unnecessary use of live animals.
6.
Species/strain Justification. What anatomical, physiological or other characteristics/factors did you use to select the species and strain in consideration of the scientific objectives of the research?  Note:  The investigator should choose the most appropriate species and strain for the research project.  
7a. Research Design. Please describe the experimental design (not methods or procedures) and specify the number and species/strain of experimental and control animals per group or subgroup in each experimental procedure. A table or block diagram is helpful in understanding the experimental design. This section should include a clear statement of the total number of animals to be used in the project. The IACUC does UnotU approve animal numbers specified as animals/year. Detailed procedures should not be described in this section. 

7b. Justification of the Number of Animals Requested.  What is the justification for the number of animals requested? The scientific/statistical rationale which supports the size of the number in each group should be included.  Note:  This section should clearly reflect that the number of animals to be used is both justified and minimized to the greatest extent possible consistent with sound scientific and statistical standards.  Detailed procedures should not be described in this section. An appropriate justification would be the results of a power analysis: the expected effect size, the expected variances, power value, p value and the resulting number. For more information consult the IACUC website.
8. Estimation of Potential Pain, Discomfort, or Distress.  Are there conditions and/ or procedures that will 



potentially cause more than momentary, slight pain, discomfort, or distress regardless of any planned use of 


anesthetics/analgesics?  Note: Do not discuss pain control in this section.




 FORMCHECKBOX 

NO The protocol has NO induced or spontaneous conditions, phenotypic attributes, and/or procedures that will cause more than momentary slight pain, discomfort, or distress. 




 FORMCHECKBOX 

YES Complete section a-c.

a. Identify all procedures, conditions, and/or phenotypic attributes of the strain that may result in animals experiencing more than momentary slight pain, discomfort, or distress. 
b. Estimate the magnitude and duration of any adverse effects the animals may experience. 
c. The use of procedures potentially causing more than momentary pain or distress to an animal, even though the pain will be relieved by administration of proper drugs, requires investigators consider alternative procedures.  Provide a written description of the methods used and sources to determine that alternatives were not available and/or scientifically unacceptable.  This section must include a description (name of the databases searched; the date the search was performed, the period covered by the search and the key words used) of the search strategy used to explore alternatives. 

Note: The following is a suggested template for presenting the results of the required search:

"I have performed the following database searches: (Insert database titles and key words used). These searches were performed on (insert dates) and cover the period of (insert years, e.g., 1989-2008). Based on (insert number) years of experience in this field, in conjunction with periodic consultation of bibliographic sources (insert source titles) and a number of references, including (insert major journal titles), I believe there is no alternative to performing this potentially painful/distressful condition and/or procedure in order to achieve the scientific objectives of this research. Therefore, based on the aforementioned references and experience, this protocol utilizing (insert species) is the most appropriate for conducting my research."
9.
Preparative Regimen.  Is a preparative regimen required?




 FORMCHECKBOX 

NO




 FORMCHECKBOX 

YES Provide a description which includes, as applicable: 1) description of the aseptic preparation of the 





surgical field; 2) specification of any sedatives, anesthetics, and/or antibiotics to be administered 





including the dose (e.g., mg/kg) and route (e.g., IM, IV) given prior to performance of the procedure;







3) ventilation procedures; 4) IV lines and 5) other preparations.  Note: If a potentially painful procedure is 



being performed, it is preferable to administer analgesics prior to the initiation of the painful stimulus (pre-emptive analgesia).
10. Anesthetics, Sedatives, and/or Analgesics Use during Procedure.  Will any anesthetics, sedatives, and /or analgesics be used to provide pain control and/or immobilization during performance of the procedures described in Section 11a? Do not discuss post-procedure pain control in this section.



 FORMCHECKBOX 

NO 




 FORMCHECKBOX 

YES List all anesthetics, sedatives, and /or analgesics that will be used to provide pain control and/or 







immobilization during performance of the procedures described in Section 11. 
	Procedure
	Agent
	Dose (mg/kg)
	Route
	Species


	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


11a.Procedures. Describe, sequentially, with a reasonable degree of detail all procedures (surgical and non-surgical) to be carried out on live animals under each specific objective (aim) as listed in Section III.1.  When chemical agents are administered, specify the dose, frequency, and route of administration.  If blood samples or other invasive tissue recoveries are employed state the source, method, volume and frequency of sampling.  The endpoints of the experiment(s) and the time frame over which the experiment(s) will be conducted must be clearly defined.  Note:  The procedures section should clearly indicate how each objective of the research will be achieved.  Surgical and other interventions should be fully described, e.g., a brief technical description of the surgical procedure, suture material, suture pattern(s) and time to suture removal.  Do not describe the preparative regimen, pain control or postprocedure care in this section.  UInU UvitroU assays should be identified but not described in detail.  Do not refer to procedures approved in previous IACUC applications in lieu of providing a description.

11b.
Breeding Animals.  Will you need to utilize an on-campus breeding colony to produce animals for this experimental protocol? 



 FORMCHECKBOX 

NO
 Animals will be ordered from an approved commercial vendor and/or receive from another institution.

 FORMCHECKBOX 

YES Animals will need to be bred on-campus. Check all that apply and submit additional materials as indicated.



 FORMCHECKBOX 
Breeding is needed to produce weaned pups. You will need to complete and submit an IACUC Application for Breeding Colony Maintenance. Note: An IACUC Application for Breeding Colony Maintenance will be assigned its own IACUC protocol approval number and you will be required to transfer animals from the breeding colony maintenance protocol to this experimental protocol.







 FORMCHECKBOX 
IACUC Breeding Colony Protocol already approved. IACUC protocol #:     






 FORMCHECKBOX 
Application has been submitted but approval is currently pending







 FORMCHECKBOX 
Application will be submitted for approval




 FORMCHECKBOX 
 Breeding needs to be done because the experimental design includes the need for pregnant females for collection of embryonic/fetal tissue; experimental procedures will be performed on pregnant females; and/or generation of suckling pups is needed for experimental work and/or tissue blood collection. Complete and attach Addendum A, Protocol Specific breeding, to this submission. Note Animals bred on this experimental protocol via submission of Addendum A will be assigned to this experimental IACUC protocol approval number. 
12.
Frequency/Duration of Monitoring.  What is the frequency (specified times per day) and duration (number of days) over which monitoring of the animals will be performed by the investigators/technicians?  Note:  The IACUC expects that all animals will be monitored at appropriate intervals that are dictated by the nature of the protocol, as well as, the degree of potential pain, the likely duration of the pain and possible complications.  For example, monitoring is often more frequent during the immediate postsurgical period (e.g., first 24 hours postoperatively) and during the latter stages of tumor induction or toxicology experiments that have a high degree of morbidity.  If animals are sedated and/or anesthetized for a procedure, you must indicate that they will be monitored until they regain sternal recumbency and are capable of holding their heads up.
13. 
Criteria for Monitoring Animal Pain/Well-being.  What are the specific criteria that will be used to assess/monitor acute and chronic pain as well as general animal well-being?  Note:  During monitoring, animals should be evaluated for the presence of pain, discomfort or distress.  In assessing pain, the investigator should use behavioral signs based upon the normal behavioral pattern of the species, i.e., species-specific signs of pain.  In some cases, physiological parameters should also be used.  Animals should also be evaluated to determine their overall well-being by examining factors such as food and water intake, locomotion, body temperature (where applicable), integrity and general healing of surgical incisions (where applicable). See IACUC Guidelines, Guidelines on the Recognition of Pain, on the IACUC website.
14.
Postprocedure Analgesia.  Will analgesics be used to prevent pain, discomfort, or distress after the procedure(s)?  Note:  Administration of analgesics prophylactically is based upon the premise that where pain is concerned, the animal should usually be given the benefit of the doubt. All protocols with major survival surgery require prophylactic analgesics.

 


 FORMCHECKBOX 

YES List all analgesics to be used. Include the dose, route, frequency, and duration. 

 FORMCHECKBOX 

Possibly. Pain is unlikely but, nevertheless, possible (e.g., minor surgical procedure) and prophylactic






analgesic agents will not be administered routinely. Analgesic agents will be given if signs of pain, 






discomfort, or distress occur. Complete section a and b
a. State the specific criteria (species-specific signs of pain) for administration of analgesic

  agents should treatment of pain become necessary.  

b. List all analgesics to be used. Include the dose, route, frequency, and duration.



 FORMCHECKBOX 

Not Applicable
Post procedure analgesics are not applicable in this study because procedures are terminal, no painful procedures are proposed, and/or animals will be euthanized at the first signs of pain, discomfort, or distress.



 FORMCHECKBOX 

NO Although their use is indicated, analgesics will not be administered (Category E protocol). Provide strong justification for withholding analgesic agents when their use is indicated. Note: The withholding of analgesic agents normally required to treat pain must be based upon referenceable scientific fact or experimental data. 
15.
Antibiotics.  Will antibiotics be given? 




 FORMCHECKBOX 

NO






 FORMCHECKBOX 

YES List all antibiotics to be used. Include dose (e.g., mg/kg), route (e.g., IM, IV), frequency and duration of 






administration.
16. Exceptions to the Regulations/Guidelines/Polices.  Exceptions require strong scientific justification and IACUC 


approval prior to implementation. Complete section a through d as applicable. 








a. Special Housing/Husbandry Requirements.  Are special husbandry practices required?  Examples of special husbandry 
practices include special diets, water additive, altered feeding schedules, temperature extremes, food or water deprivation, caloric 
restrictions, special housing, food and/or water on cage floor, caging (including wire bottom/metabolism cages), and/or 
modified light cycle. 



 FORMCHECKBOX 

NO






 FORMCHECKBOX 

YES Complete section 1-3.




1. Provide a complete description of all non-standard practices or procedures.




2. State the frequency and duration of these practices or procedures. 




3. Justify the use of these non-standard practices or procedures. 


b. Physical Restraints.  Will any physical restraint (other than hand-held) be used on awake animals? Note: Physical restraint procedures should be used on awake animals only after alternative procedures have been considered and found to be inadequate.  If restraint is necessary, the device must provide the animal with the greatest opportunity to assume its normal postural adjustments, and the duration of restraint must be minimized.



 FORMCHECKBOX 

NO






 FORMCHECKBOX 

YES Complete section 1-4.




1.
Provide a description of the restraint(s). 




2.
Justify the need for restraint. 




3.
State the frequency and duration of the restraint period(s). 




4.
Describe steps to be taken to condition the animals to the restraining device and assure the 


    

comfort and well being of the animals. 


 
c. Expired Drugs or Devices.  Will expired drugs and/or devices be used? 



 FORMCHECKBOX 

NO





 FORMCHECKBOX 

YES Please read the IACUC Guidelines, Policy for the Conditional Use of Expired Medical Materials in Animals, on 
the IACUC website.  Complete and attach the form:  Addendum B-Request to Use Expired Medical Materials or Devices in Animals, found on the IACUC website. Note: Most medical materials (e.g., drugs, fluids, disinfectant solutions, catheters, sutures) are imprinted with an expiration date, beyond which the manufacturer does not guarantee 
the safety or stability of the item. Use of expired materials without justification is considered inadequate veterinary care under 
the Federal Regulations. Because it is recognized that in some specific situations there may be a rationale for utilizing expired materials (e.g., the items would be difficult to replace and there is reason to believe they should be considered safe), the 
IACUC has established policies for the conditional use of expired medical devices.  

      d. 
Non-Pharmaceutical Grade Agents. Will any non-pharmaceutical grade agents be administered to the animals? Note: Investigators are expected to use pharmaceutical-grade agents whenever they are available, even in acute procedures. Non-pharmaceutical-grade agents should only be used 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 alone are not adequate justification for using non-pharmaceutical grade agents in animals



 FORMCHECKBOX 

NO






 FORMCHECKBOX 

YES Complete section 1-3.
1. List the agents to be used. 
2. Justify the need for use. 
3. Provide a detailed description of the methods used to ensure sterility of the drug. 
17. Site of Animal Housing. Identify by building and room number the preferred site of animal housing. Note: Contact 


 Comparative Medicine to discuss the appropriate site of housing.
18. Site of Study. 
a. List all areas inside and outside the animal facility in which animals will be manipulated in any way. For each


location, identify the building, room number, and the procedure.  These sites must be approved in advance by the 
IACUC and are subject to inspection by the IACUC.
b. Will any procedures utilize UNMC/Nebraska Medical Center patient care areas?  If yes, state the procedure(s) to be performed and the location(s). Note: Refer to the Guidelines on Conduct of Animal Research within the Patient Care Area on the IACUC website. Contact CM at 9-4034 for further additional requirements.
19. Site of Animal Housing/Study Justification.  Will any animal be held outside the centralized animal facilities for longer
than 12 hours? Note: Federal regulations and the Guide require strong justification for holding animals outside the   centralized facility for more than 12 hours.    

     

 FORMCHECKBOX 

NO





 FORMCHECKBOX 

YES Complete section a-c.
a. Identify the building and room number. 
b. State the length of time that the animals will be held outside the centralized animal facility. 
c. Provide the justification for such proposed housing. 
20.
Criteria for Euthanasia.  Note: Animals should be euthanized at the earliest possible endpoint in consideration of the scientific objectives.  Experimental studies may cause clinical symptoms of disease that require euthanasia prior to the planned experimental endpoints. If animals are not to be euthanized this should be stated and their final disposition explained.


a.
Experimental Endpoint Criteria. Describe the specific endpoint criteria that will be used for determining when animals

     will be euthanized.  Examples of appropriate criteria include a certain time frame, tumor size, specific clinical, laboratory 



or other diagnostic criteria, etc. Note:  Please consult the IACUC website for Guidelines, Endpoints in Animal Study


Protocols. 

b. Premature Euthanasia Criteria.  Animals in experiments must be monitored and euthanized as soon as possible upon 
evidence of more than momentary pain/sickness/morbidity that cannot/will not be treated. Describe the specific criteria 
(e.g., signs of pain/sickness/morbidity, inability to feed, weight loss >20%, diarrhea, progressive dermatitis) used to 

determine when an animal will be euthanized prior to reaching the experimental endpoints listed above.  
21.
Method of Euthanasia.  What methods of euthanasia will be used?  Include the dose (e.g., mg/kg) and route (e.g., IM, IV), of any injectable agents.  Note: The method of euthanasia should be based upon the species, size of the animal, and its ability to quickly and painlessly produce a loss of consciousness and death.  All methods of euthanasia must comply with current AVMA guidelines. If you intend to use CO2, please state that the CO2 will be obtained from a bottled source and that the container not be precharged.  Physical methods such as decapitation and cervical dislocation without prior anesthesia must be specifically justified and approved by the IACUC. If you intend to use these methods please provide appropriate justification. 

22. Criteria for Death.  What are the criteria that will be used for determining that euthanized animals are dead?  Note:  The investigator must ensure that animals are dead by using physiological parameters such as cessation of heartbeat and respiration for a suitable length of time (The committee accepts 5 minutes or longer). A second method of ensuring death such as bilateral thoracotomy, decapitation, cervical dislocation, etc. is recommended. 

23. References. (Optional) 
Requirements to Conduct Research on Animals

All personnel to be listed on an approved, active protocol are required to:

· Complete the IACUC Basics Training Course.  This course is completed on-line. 
· Complete the information regarding Study Personnel-Section 1-5. The IACUC must ensure that personnel conducting procedures on animals are appropriately qualified and trained in those procedures OR that an appropriate training plan is proposed. Do not include information related to training such as the IACUC Basics, CM training requirements, etc.

Refer to the IACUC website www.unmc.edu/iacuc to access the course and to view examples of Study Personnel.
Prior to live animal contact or animal tissue/fluid contact, all personnel are required to: 

· Complete the Occupational Health and Safety Training Module. This training module is assigned through Blackboard. 

· Submit a Confidential Health History Questionnaire to Employee Health. This questionnaire is available on-line.

· Complete Facility Procedures/Orientation Training. A walk-through training session of the animal facility is conducted by a CM Facility Manager.

· Complete applicable Species-Specific Training. The use of rodents, non-human primates, and sheep require additional training.  

Refer to the Comparative Medicine website www.unmc.edu/dept/comparativemed for detailed instructions. 

Study Personnel: Responsibilities, Qualifications and Experience.  On a separate page for each individual complete sections 1-5. Note: All individuals who will perform procedures must be knowledgeable about the biology of the species under study and must be fully qualified by training and experience to carry out the procedures assigned to them OR have a proposed training plan. All individuals who lack specific procedural qualifications or training may be trained under the direct supervision of qualified experienced personnel.   

For each person, address all the following, in sequence.   

1. Name: 

Choose a Role:


__ Principal Investigator

__ Secondary Investigator
     



__ Research Associate

__ Postdoctoral Associate


__ Technician/Technologist

__ Student

__ Faculty Advisor

2. Responsibilities:  Indicate the specific responsibilities of this named individual for this protocol.  Each of the procedures must be fully described in the appropriate sections of the IACUC application (do not repeat a detailed description of each procedure). Ensure that all responsibilities and procedures listed in the protocol are assigned to an individual. Do not include any responsibilities that are not relevant to this protocol.


__ Supervision of the Protocol



__ Breeding Colony Management


__ Surgical (Identify the specific surgery):________________________________________




__ Non-Surgical (Identify the specific procedure):___________________________________




__ Preparative regimen






__ Pain Control





__ Post-procedure monitoring





__ Euthanasia





__ Care of the Animals





__ Other 





__ (Specify):_______________________________________________________________


3. Relevant Training and Experience. 
a. For each responsibility identified in section 2, describe how this named individual received his/her training/experience.

b. For each responsibility, provide the length of time the individual has performed/supervised the procedure(s).

c. For each responsibility, provide the number of times the individual has performed/supervised the procedure(s).

4. Knowledge of Species
a. Describe the educational background that has provided this individual with his/her knowledge of the biology (i.e. behavioral, physiological, and/or anatomical characteristics) of the selected species and/or strain? 

b. Provide the length of time this individual has worked with this species. 

5. Proposed Training (if applicable) If this individual has not received the necessary training for any listed responsibilities assigned in section 2, describe the following: 


a. Responsibilities listed in section 2 for which they will be trained.



b. Detailed description of the training they will receive.



c. Expected date of completion of the training.

d. Experienced personnel who will provide the training.

Note: Upon completion of the training, you must submit a “Documentation of Training” form to the IACUC. Until that form has been submitted, the PI must ensure that all listed study personnel that are to be trained will be supervised by qualified individual(s). Submission of this form certifies that the individual is qualified to work independently. 
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