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IACUC APPLICATION FOR BREEDING COLONY 
ADVANCE \u3
1.
SUBMISSION REQUIREMENTS
ADVANCE \u1 

What to Submit:  This application is only for information related to maintaining a breeding colony.  Do not include information related to specific experimental procedures that would utilize animals produced by this breeding colony.  A separate application must be submitted to cover the experimental use.  Insufficient information may result in delay of the review process.  The IACUC reserves the right to request additional information.



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 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 (select the highest level only)
 FORMCHECKBOX 
C   Maintaining the colony involves either no pain or involves momentary, slight pain, discomfort or distress. 
          Includes simple procedures (e.g., injection, blood sampling), and/or tail clipping procedures in rodents less than 3             weeks age or toe clipping in rodents less than 7 days age that cause no more than momentary pain, discomfort        

         and/or distress.
 FORMCHECKBOX 
D1 Maintaining the colony potentially* involves minor short-term pain, discomfort or distress which will be    

          treated with appropriate anesthetics/analgesics. Includes tail clipping procedures in rodents older than 3 weeks 
          age that cause more than momentary pain, discomfort and/or distress and/or minor survival surgery with anesthesia          and without significant postoperative pain (e.g., biopsy, castration). 
 FORMCHECKBOX 
D2 Maintaining the colony potentially* involves moderate pain, discomfort or distress which will be treated with          appropriate anesthetics/analgesics.  Includes development of a functional deficit (e.g., diabetes, glaucoma,                     tumors, heart failure) and/or major survival surgery with anesthesia (e.g., ovariectomy or ovariohysterectomy) that
         causes more than momentary pain, discomfort and/or distress.
*Potentially here means that the animal would experience pain if analgesic drugs were withheld.

2. ANIMAL INFORMATION 
a. Complete the following table. List the species and strain/genotype of animals. List the total number of founder animals needed to start the colony and the number of offspring you will be producing to transfer to experimental protocol(s) at weaning time. A separate breeding colony protocol is required for each species. 
	
	FOUNDERS
	ON-SITE BREEDING 

	Species
	Strain/Genotype
	# of founder animals needed to start the colony
	# Animals to be transferred to experimental protocol(s)


	
	 
	 
	 

	
	 
	 
	 

	
	 
	 
	 

	
	 
	 
	 

	
	 
	 
	 

	
	 
	 
	 


b. Source of Founders: Where will you obtain the adult breeders to start the colony? State the source of the founders- this could include an approved commercial vendor, an in-house transfer, or from another institution/non-approved vendor. If the source is an in-house transfer, please list the IACUC protocol number(s). Note: If the source is another institutional/non-approved vendor, a quarantine and testing period may be required. All animal orders must be coordinated through Comparative Medicine regardless of source.
	Species
	Strain/Genotype
	Source of Founders


	
	 
	 

	
	 
	 

	
	 
	 

	
	 
	 

	
	 
	 

	
	 
	 


NOTE: All animals that will be used on an approved experimental protocol must be properly transferred to the experimental protocol through the CMMS system at rss.unmc.edu.

For any increase in the estimated number of animals required for transfer to an experimental protocol, you will need to submit a Request for Change.

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 circumstances merit the use of a breeding colony 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 Maintaining a Breeding Colony.  Provide a scientific justification for establishing and maintaining a
breeding colony. Include the following information in the justification: how the colony contributes to the overall objectives of your research and an explanation of why animals from commercial vendors can not be used. Note: Cost alone is not considered a justification for breeding. 
2. Species and Strain Justification.  What anatomical, physiological or other characteristics/factors did you use to
select the species and strain/genotype.  If multiple strains/genotypes will be used, list each one separately and provide justification for each.
3. Justification of the Number of Animals Requested. Provide scientific justification for the number of animals
you have requested in the table, Section II.2a.  The IACUC understands that you will not be able to give specific statistical justification, as this is a request for breeding animals. However, you should be able to give an estimate of the number of founders needed and the reasoning behind that number. Please estimate the total number of offspring you need to produce in order to obtain the required number of experimental animals of the appropriate genotype. All experimental animals will need to be scientifically justified on the experimental protocol.  

4. 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. Skip section 4. Proceed to question 5.


 FORMCHECKBOX 

YES

Complete section 4a-4c.
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., 1989-2009). 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."
5. Breeding Colony Management. Provide the details of how the breeding colony will be managed. Note: Tracking of 
offspring numbers, birth dates, and disposition, (i.e. transferred to experimental protocol, euthanized, died or retained for future breeding stock) should be maintained in your laboratory. This information must be reported annually to the IACUC. The number of animals purchased and/or transferred will be tracked automatically through CMMS. 
a. For each strain listed on the protocol, indicate what the genotype of breeding males and females will be.
b. State the breeding scheme(s) that will be used (e.g. monogamous, harem, trio, polygamous, timed mating).
c. Estimate the number of litters a female will produce during her lifetime.
d. Estimate the age at which male breeders will be replaced.
e. State how you will monitor and check for pregnancy.
f. State and justify at what age the animals will be weaned (standard weaning age is 21 days).
g. Describe the criteria you will use to select the future breeding stock.
h.  Describe the criteria you will use to select which animals are transferred to an approved experimental IACUC protocol.

6. Husbandry Plan. Provide the details of basic husbandry care of the animals.
a. For purposes of CM management, how long do you intend to maintain the breeding colony?
b. Are special husbandry practices required? Examples of special husbandry practices include special diets, special housing, food and/or water on cage floor, and/ or modified light cycle. If YES, explain the deviation from standard operating procedures including the frequency, duration of the deviations and provide detailed scientific justification for the deviation.
c. To ensure compliance with UNMC Cage Population Density Policy, describe how/when males/females or litters will be removed from the cage. For example, utilizing the Super Mouse Cage (small polycarbonate cages) in a monogamous breeding system, the litter will be weaned prior to dam giving birth again. See the IACUC Cage Population Density Policy on the IACUC website for more details. Deviation from this policy requires scientific justification and approval from the IACUC.
7. Animal Identification. How are you planning to ID the animals?




 FORMCHECKBOX 

Will use standard cage cards only.  Proceed to section 8.



 FORMCHECKBOX 

Will use other methods; complete section 7a-7b
a. State and Describe the Method(s) of Identification for the animals.   Note: Typical methods include ear punch, ear tags, tattoos, and subcutaneous transponders.  The “Guide” and IACUC consider the toe clipping method of marking an animal as a potentially painful procedure which is discouraged and is only to be performed following appropriate justification that is reviewed and approved by the IACUC. If you request to use toe-clipping as a means of identification, you must justify in this section why alternative methods are not satisfactory. Toe clipping without anesthesia is limited to rodents within the first week of life.  Toe clipping must be limited to one digit per extremity. See the IACUC Toe-Clipping Policy on the IACUC Website.
b. Use of Anesthetics, Tranquilizers, or Analgesics for Animal Identification.  Will anesthetics, tranquilizers, or analgesics be used to prevent pain or distress during the identification procedure?




 FORMCHECKBOX 
 No.  



 FORMCHECKBOX 
 Yes.  Complete the following table. 
	Animal ID Method
	Anesthetic, tranquilizer, or analgesic agent
	Dose (mg/kg)
	Route


	
	
	
	

	
	
	
	


8. Animal Genotyping. Will you genotype the animals? 
   

 FORMCHECKBOX 
  NO
Skip section 8. Proceed to section 9.



 FORMCHECKBOX 
  YES   Complete section 8a-8c
a. State and Describe the Method(s) of Genotyping of the animals.   Note: Typical methods include ear punch, hair bulb, blood collection, and tail biopsy. If you request to use the tail biopsy method, you must justify why alternative methods are not satisfactory. Tail biopsy without anesthesia is limited to rodents within the first 21 days of life.   See the IACUC Genotyping Policy on the IACUC Website.
b. Use of Anesthetics, Tranquilizers, or Analgesics for Animal Genotyping.  Will anesthetics, tranquilizers, or analgesics be used to prevent pain or distress during the genotyping procedure?
  


 FORMCHECKBOX 
 No.  


 FORMCHECKBOX 
 Yes.  Complete the following table. 
	Animal
Genotyping Method
	Anesthetic, tranquilizer, or analgesic agent
	Dose (mg/kg)
	Route


	
	
	
	

	
	
	
	


c. What will be the disposition of the animals that do not have the desired genotype? 
9. Other Procedures/Conditions. From the list below, check any procedures and/or conditions that apply to maintaining the breeding colony.  If any of the statements apply, complete the form, Addendum C-Additional Procedures to the Breeding Colony, that is available on the IACUC Website. Attach and Submit with this Application.  
 FORMCHECKBOX 
Involves use of biohazardous material (infectious agents, carcinogens, radioisotopes, recombinant DNA,     highly toxic chemicals, and/or chemotherapy agents/drugs)

 FORMCHECKBOX 
There is a genetic predisposition to tumor development.
 FORMCHECKBOX 
There is a genetic predisposition to abnormal development, disease, or functional deficits (other than 
     tumors).
 FORMCHECKBOX 
Administration of substances (including but not limited to radioisotopes, toxins, antigens, 
    pharmacological agents, antibiotics, chemotherapy agents, infectious agents, cells, or tissue) will be 


performed.
 FORMCHECKBOX 
Ante-mortem specimen collection (besides genotyping) will be performed.
 FORMCHECKBOX 
Other non-surgical and/or surgical procedures not already discussed on this form will be performed






 FORMCHECKBOX 
None of the above apply. Completion of the addendum is NOT required. 
10. Criteria for Monitoring Animal Pain/Well Being Discuss the colony monitoring plan.
a.  State 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 based upon the normal behavioral pattern of the species. Animals should be evaluated to determine their overall well-being by examining factors such as food and water intake, locomotion, and/or strain specific physiological parameters.
b. State the frequency (times per day and the duration (number of days) over which monitoring of the animals will be performed. Note: All animals must be monitored at appropriate intervals which are dictated by the nature of the   condition, the degree of potential pain, discomfort, or distress, the likely duration of the pain, discomfort, distress and possible complications. For example, monitoring is often more frequent during the immediate post-procedural period and/or during the clinical stages of functional deficits or syndromes related to genetic manipulation or mutations. If animals are anesthetized or sedated for a procedure, you must indicate that they will be monitored until they regain sternal recumbency and are capable of holding their head up.
11. 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.
12. 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 is subject to inspection by the IACUC.
b. Will any procedures utilize UNMC/Nebraska Medical Center patient care areas? If yes, state the procedures to be performed and the location(s). 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 information and to obtain the required forms. 

13. 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      Proceed to question 14.





 FORMCHECKBOX 
 YES    Complete section 13a-13c

a. Identify the building and room number.
b. What is the length of time that the animals will be held outside the centralized animal facility?
c. Provide the justification for such proposed housing.
14. Criteria for Euthanasia. 
a. Breeding Colony Endpoint Criteria. List the criteria for determining when animals will be euthanized.  Examples of appropriate criteria include the wrong genotype, retired breeders, infertility, etc. 
b. Premature Euthanasia Criteria. Animals must be monitored and euthanized as soon as possible upon evidence of more than momentary pain/sickness/morbidity that can not/will not be treated. Describe the specific criteria (e.g. signs of pain/sickness/morbidity, inability to feed, diarrhea, progressive dermatitis) used to determine when an animal will be euthanized prior to reaching the endpoints listed above. If applicable, please consult the Policy on Endpoints in Animal Study Protocols on the IACUC Website.
15. Method of Euthanasia.  What method(s) 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. 
16. 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.
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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