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ADDENDUM C

ADDITIONAL PROCEDURES / CONDITIONS FOR BREEDING COLONY
Instructions: This addendum is to be completed only if you are proposing additional procedures/conditions not discussed on the Breeding Colony Protocol. This form is only for procedures/conditions required to maintain the breeding colony. Complete this form and submit with the Breeding Colony Protocol form to the IACUC. 
1. Biohazardous Material:  
a. If managing the breeding colony involves the use of 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







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
2. Genetic Predisposition-Tumors. Will there be a genetic predisposition to tumor development? 
     


  FORMCHECKBOX 
 NO

Skip section 2. Proceed to section 3.






  FORMCHECKBOX 
 YES
For each applicable strain/genotype, complete section 2a-2c





a. Describe the anatomical location of the tumor and at what age the tumors may appear.

 b. Discuss the monitoring of animal with tumors. NOTE: Include how tumor growth will be measured, the 
 
 frequency of monitoring, and any tumor-related criteria that will be used to remove the animal from the colony    

     prematurely.
 c. Use of Anesthetics, Tranquilizers, or Analgesics Will anesthetics, tranquilizers or analgesics be used to          prevent pain or distress during tumor development?

 FORMCHECKBOX 
 NO   Animals will be euthanized prior to the development of more than momentary slight  

             pain,discomfort, or distress. 

                        FORMCHECKBOX 
 YES   Complete the following table. 
	Anesthetic, tranquilizer, or analgesic agent
	Dose (mg/kg)
	Route
	Frequency
	Duration


	
	
	
	
	

	
	
	
	
	


3. Genetic Predisposition-Abnormal Development, Disease, or Functional Deficits (Other than Tumors). Will there be a genetic predisposition to abnormal development, disease, or functional deficits? 
       





 FORMCHECKBOX 

NO Skip section 3. Proceed to question 4.

      





 FORMCHECKBOX 

YES For each applicable strain/genotype, complete section 3a-3c

a. Describe the abnormal development, disease, or functional deficit and at what age the clinical signs may appear.

b. Discuss the monitoring of animals with abnormal development, disease, or functional deficit. Discuss how the abnormality will be measured, the frequency of such monitoring, and any other criteria that will be used to remove the animal from the colony prematurely. 
c. Use of Anesthetics, Tranquilizers, or Analgesics Will anesthetics, tranquilizers or analgesics be used to prevent pain or distress due to the abnormality?

 FORMCHECKBOX 
 NO Justify the omission of pain-relieving agents (either scientifically or because the 


            abnormality involves no or momentary pain).  


                           FORMCHECKBOX 
 YES  Complete the following table. 




	Anesthetic, tranquilizer, or analgesic agent
	Dose (mg/kg)
	Route
	Frequency
	Duration


	
	
	
	
	

	
	
	
	
	


4. Administration of Substances. Will any substances be administered to animals in the breeding colony? This includes, but is not limited to radioisotopes, toxins, antigens, pharmacological agents, antibiotics, chemotherapy agents, infectious agents, carcinogens, cells, or tissues. Please include any antibiotics needed for normal colony maintenance.

      


  FORMCHECKBOX 
 NO

Skip section 4. Proceed to section 5.



 
     FORMCHECKBOX 
 YES
Complete section 4a-4b

a. Complete the following table for each substance

	Substance
	Dose (mg/kg)
	Route
	Frequency
	Duration


	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


b. State the reason for administration and the expected effects for each substance.
5. Ante-mortem Specimen Collection.  Besides blood and/or tissue collection for genotyping, will any other specimen collection be performed to maintain the breeding colony?
     


 FORMCHECKBOX 
 NO      Skip section 5. Proceed to question 6.






 FORMCHECKBOX 
 YES     Complete section 5a-5c

a. State the reason for the specimen collection.
b. Complete the following table for each specimen (i.e. blood, tissue, urine, etc)

	Tissue or fluid collected
	Site & method of collection
	Amount (g) or volume (ml)
	Number of collections
	Interval between collections


	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


c. Use of Anesthetics, Tranquilizers, or Analgesics for Specimen Collection.  Will anesthetics, tranquilizers, or analgesics be used to prevent pain or stress during the collection process?


 FORMCHECKBOX 
  NO   Method of collection does not require the use of anesthetics, tranquilizers, or 


       
 analgesics.  


 FORMCHECKBOX 
 YES Complete the following table.

	Procedure
	Anesthetic, tranquilizer, or analgesic agent
	Dose (mg/kg)
	Route


	
	
	
	

	
	
	
	

	
	
	
	


6. Other Non Surgical Procedures. Will you be performing any non-surgical procedures?





 FORMCHECKBOX 
 NO   Skip section 6. Proceed to question 7.





 FORMCHECKBOX 
 YES  Complete section 6a-6e.




a. State and Describe the Non-Surgical Procedure(s). 
 b. Use of Anesthetics, Tranquilizers, or Analgesics for Other Non-Surgical Procedures. Will anesthetics,         tranquilizers, or analgesics be used to prevent pain or stress during the procedure(s)?


 FORMCHECKBOX 
 No.  The procedure does not require the use of anesthetics, tranquilizers, or analgesics.  


 FORMCHECKBOX 
 Yes. Complete the following table. 

	Non-Surgical Procedure
	Anesthetic, tranquilizer,
or analgesic agent
	Dose (mg/kg)
	Route


	
	
	
	

	
	
	
	

	
	
	
	


c. Post Procedure Analgesics.  Will analgesics be used to prevent pain, discomfort, or distress after the           procedure(s)? Note: Administration of analgesics or tranquilizers prophylactically is based upon the                premise that where pain/distress is concerned, the animal should usually be given the benefit of the              doubt. The drugs should be administered so that pre-emptive relief from post procedure pain, discomfort,      or distress is provided, i.e., in the case of analgesic drugs they should be “on board” before the painful   

     stimuli  are applied, if possible. 





    FORMCHECKBOX 
 Yes.  Complete the following table. 


	Non-Surgical Procedure
	Analgesic
	Dose (mg/kg)
	Route
	Frequency
	Duration


	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


       FORMCHECKBOX 
Possibly.  Pain is unlikely but nevertheless, possible but analgesic agents will not be 
administered routinely/prophylactically. Analgesic agents will be given if signs of pain,         discomfort, or distress occur. Complete section 1 and 2.



   1.  State the specific criteria (species-specific signs of pain) for administration of                 

        analgesics agents should treatment of pain become necessary.  
2. Complete the following table.

	Non-Surgical Procedure
	Analgesic
	Dose (mg/kg)
	Route
	Frequency
	Duration


	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


       FORMCHECKBOX 
No. Post procedure analgesics are unnecessary. If so, please explain. Strong justification for 
                 withholding analgesic agents must be given if their use is indicated.




d. Post Procedure Antibiotic Administration.  Will any antibiotics be used for post procedure care?












 FORMCHECKBOX 
No














 FORMCHECKBOX 
Yes.  Complete the following table








	Non-Surgical Procedure
	Antibiotic
	Dose (mg/kg)
	Route
	Frequency
	Duration


	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	







e. Post Procedure Criteria for Monitoring Animal Pain/Well Being.  Discuss the post-procedure monitoring 





plan.
1. 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, integrity and general healing of surgical incisions and/or physiological parameters as dictated by the nature of the procedure(s).
2. 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 procedure, 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 (e.g., first 24 hrs post procedure). 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.
7. Surgical Procedures Will you be performing vasectomies, Cesarean sections, or any other surgical procedure(s)?






 FORMCHECKBOX 
NO

Skip Section 7.





 FORMCHECKBOX 
YES

Complete section 7a-7j.
a. Pre-operative procedures. Describe any pre-operative procedures to be performed on the animal. If withholding 
food and/or water is to be performed (rarely used in rodents), include the length of time
b. Pre-operative medications. Complete the following table for any agents to be given pre-operatively. Include any agents such as antibiotics, sedatives, pre-anesthetics, and/or anesthetics to be used prior to surgical site preparation. 
	Surgical Procedure
	Anesthetic, tranquilizer, 
or analgesic agent
	Dose (mg/kg)
	Route


	
	
	
	

	
	
	
	

	
	
	
	


c. Surgical Site/Environment Preparation. Describe how the surgical site/environment will be prepared prior to   

surgery. Include details of hair-clipping, skin disinfection, and the use of surgical drapes, sterile instruments,             sterile gloves, masks, etc. 
d. Intra-operative medications. Complete the following table for any agents to be given intra-operatively.  Include   any antibiotics, anesthetic agents, chemicals, test substances, and/or pharmaceutical agents that will be given to the animal during surgery.  
	Surgical Procedure
	Agent
	Dose (mg/kg)
	Route
	Frequency


	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


e.   Description of Procedure. Describe the surgical procedure(s). If several different surgical procedures are being performed, be sure to describe each one separately. Please describe the closure of the surgical incision in detail and include the type of suture material used and the suture pattern used for each layer of tissue that is closed. Please indicate that the skin closure sutures or staples will be removed at approximately 10-14 days post procedure unless otherwise justified.
f.   Physical Support. Describe any physical methods used to support animals during surgery (e.g. circulating water heating pads, blankets, etc.)
g.   Intra-operative monitoring. Describe methods used to monitor the state of anesthesia and general well-being of the animal during surgery e.g., ECG, pulse oximetry, heart rate, respiratory rate, pulse palpation, etc. 
h. Post Surgery Analgesics.  Will analgesics be used to prevent pain, discomfort, or distress after the           surgery? Note: Administration of analgesics or tranquilizers prophylactically is based upon the premise that where pain/distress is concerned, the animal should usually be given the benefit of the doubt.  The drugs should be administered so that pre-emptive relief from post surgical pain, discomfort, or distress is provided, i.e., in the case of analgesic drugs they should be “on board” before the painful stimuli is applied, if possible. 





    FORMCHECKBOX 
Yes.  Complete the following table. 


	Surgical Procedure
	Analgesic
	Dose (mg/kg)
	Route
	Frequency
	Duration


	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


 FORMCHECKBOX 
Possibly. Pain is unlikely but nevertheless, possible but analgesic agents will not be 

          administered routinely/prophylactically. Analgesic agents will be given if signs of pain, 
                    discomfort, or distress occur. Complete section 1 and 2.

1. State the specific criteria (species-specific signs of pain) for administration of                   analgesics agents should treatment of pain become necessary. 
2.  Complete the following table
	Surgical Procedure
	Analgesic
	Dose (mg/kg)
	Route
	Frequency
	Duration


	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


       FORMCHECKBOX 
No. Post surgical analgesics are unnecessary. If so, please explain. Strong justification for 
                 withholding analgesic agents must be given if their use is indicated.
i. Post Surgical Antibiotic administration.  Will any antibiotics be used for post surgical care?











 FORMCHECKBOX 
No














 FORMCHECKBOX 
Yes.  Complete the following table








	Surgical Procedure
	Antibiotic
	Dose (mg/kg)
	Route
	Frequency
	Duration


	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


j. Post Surgical Criteria for Monitoring Animal Pain/Well Being. Discuss the post surgery monitoring plan

1. 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, integrity and general healing of surgical incisions and/or physiological parameters as dictated by the nature of the procedure(s)
2. 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 procedure, 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-surgical period (e.g., first 24 hrs post-operatively). 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
�
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