Institutional Animal Care and Use Committee
Protocol Addendum Application


Answer all questions.  Do not leave blanks.  Indicate N/A where applicable. All forms must be typed.  Handwritten forms will not be accepted. 
1.
Protocol #:

     


2.    Date submitted:

     
3.
Protocol Title:

     
4.
Principal Investigator:
     


Collaborators (list LIMR and Non-LIMR): 
5.
Addendum #:

     
6.
Descriptive Title of Addendum:



     
7.
Does this addendum describe the use of transgenic animals, the use of recombinant DNA technology, retroviral vectors, viruses, bacteria, human or non-human primate materials/fluids/cells/cell lines, pathogenic microorganism or other infectious materials in animals?     FORMCHECKBOX 
 YES*
 FORMCHECKBOX 
 NO



*If YES, has this been reviewed by Biosafety? Note: special housing/handling requirements must match in Biosafety and IACUC protocols.

 FORMCHECKBOX 
 

YES, Provide Corresponding Biosafety Protocol Number(s) and Addendum Number(s) for each procedure involved in    this study.  If more than one protocols/addendum, identify what is covered under each.     

 FORMCHECKBOX 
 
NO, Submit to Biosafety for Review

 FORMCHECKBOX 
 
N/A, Exempt (Transgenic animals which can be house at BL-1 and are (1) purchased from commercial vendors; (2) transferred from other institutions; and (3) bred to transfer transgenics to genome of another strain.


 FORMCHECKBOX 
 
Other, please explain: 
8. 
Does your protocol involve the use of biological materials?    FORMCHECKBOX 
 YES* 

 FORMCHECKBOX 
 NO
 

*If YES , Identify each type and source for each type:
   


*For rodent origin or those exposed to animal origin, PCR, MAP or RAP test results are required. Results are attached:    FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No, please explain:


Refer to Policy 1.14 for additional details.

9.
Indicate which of the following materials you plan to use in animals as part of this addendum. Current MSDS forms are required for all new materials. 

	Materials Referenced in this Addendum
	No
	Yes
	List of all Substance(s) to be used in this Addendum
	*Additional Forms Required 

(ONLY Required for New Materials added in this Addendum) 


	Toxic Substances, Carcinogens, Mutagens
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	Complete IACUC Form B and attach. 
Refer to Policy 5.1 and 5.2 for additional details.


	Radioactive Substances
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	Complete IACUC Form C and attach. 
Refer to Policy 5.4 for additional details.



*Do not include forms for materials which have previously been approved for use in this protocol.
10.
Has the funding source for protocol changed?  
 FORMCHECKBOX 
 No   FORMCHECKBOX 
Yes*      
*Grant Title:      
*Grant applications are reviewed by the IACUC in compliance with the PHS guidelines to assure that the proposed use of animals in the application is approved under an active protocol. 
11.
Indicate the numbered item(s) in your original protocol that is addressed in this addendum application.

12.
List the species and number of animals if your addendum requires the addition of a new species or an increase in the number of animals previously approved in the table below.  List animal strains in Appendix 1.

	Species
	Total # for 3 Years
	% Increase*
	Species
	Total # for 3 Years
	% Increase*

	1.
	
	
	4.
	
	

	2.
	
	
	5.
	
	

	3.
	
	
	6.
	
	



*Calculate based on the originally approved number of a given species. When calculating, use overall total of each species requested in this addendum compared to the number approved in the original protocol for a species.  Increases > 10% for rodents must be reviewed at a convened meeting; Any request for additional USDA covered species requires full committee review. 

13.
Provide justification/reason for addendum. Provide a summary of the changes which will be made from the currently approved version of the protocol and (a) describe in detail the studies (b) changes to experimental methods and (c) animal species and numbers that will be used by experiment/procedure and when breeding animals, include a detailed breeding scheme (d) description and rationale for anticipated and selected endpoints (e) procedures and frequency of monitoring plan for new or changes to procedures (f) if genetically modified animals are used added/changed are any phenotypes expected to cause pain/distress (g) expected side-effects of new or changes to procedures and compounds used (h) any special treatment if necessary. Verbatim excerpts from grant applications are not acceptable. Please use language that a layman/nonscientific person will understand. 
     
14.
Will all procedures (chronic and terminal) in this addendum be performed within the Research Annex? 


 FORMCHECKBOX 
   Yes
 FORMCHECKBOX 
  No - If "NO" identify location for each procedure (including euthanasia). 
15.  Is there a survival surgical procedure involved in this addendum? Refer to Policy 3.3 for additional details.  


 FORMCHECKBOX 
Yes*
 FORMCHECKBOX 
  No**          **If NO, go to Item 16.  



*If yes, identify each surgical procedure and answer question 15a through 15h:
     

a. Categorize the procedure as major or minor (does not invade a body cavity or cause permanent physical handicap) survival surgery. 


b. Indicate where surgery will be performed. (Building/Room)


c. Indicate the number of animals that will undergo the surgical procedure at any one time.

d. Describe all surgical procedure(s) in detail. Include a description of the intra-operative monitoring plan. 



e. Describe the aseptic technique(s), including pre-surgical preparation of the surgeon (handwashing for rodents, full surgical scrub for higher-order mammals), and method for sterilizing instruments before and between surgeries.

f. Describe the anesthetic and the method of anesthesia and include procedure for measuring depth of anesthesia


(e.g. toe pinch or lack of corneal reflex). Indicate the person who will administer the anesthesia. Include procedure for monitoring anesthesia 

g. Check the surgical apparel worn by the surgeon:


 FORMCHECKBOX 
  Disposable Gown
 FORMCHECKBOX 
  Shoe Covers


 FORMCHECKBOX 
  Sterile Surgical Gloves
 FORMCHECKBOX 
  Surgical Gloves


 FORMCHECKBOX 
  Mask
 FORMCHECKBOX 
  Disposable Surgical Gown 


 FORMCHECKBOX 
  O.R. Bonnet
 FORMCHECKBOX 
  Sterile Surgical Gown


 FORMCHECKBOX 
  Clean Scrub Suit 
 FORMCHECKBOX 
  Other, specify:       

h. Survival surgery will conform to requirements of Policy 3.3? : 
 FORMCHECKBOX 
   Yes
 FORMCHECKBOX 
  No*





*If no, describe deviation from Policy 3.3        

i. Will animals be placed on warming pads/mats during and after surgery?
 FORMCHECKBOX 
   Yes
 FORMCHECKBOX 
  No*






*If no, describe deviation from Policy 3.3        
j.
Indicate if more than one major surgery will be performed on the same animal?   FORMCHECKBOX 
   Yes*
 FORMCHECKBOX 
  No


*If yes, provide justification       
16. Specify pain categories for new procedures/experiments.  

	A
	
	B
	
	C

	No Pain
	
	Pain and Drugs
	
	Pain - No Drugs

	
	
	
	
	

	
Animals to be used where no pain, distress, or use of pain relieving drugs will be involved.
	
	Animals involved in pain or distress where appropriate anesthetic, analgesic,

or tranquilizer will be used.
	
	Animals involving pain or distress where appropriate anesthetic, analgesic,

or tranquilizer will not

be used.


	# of  animals 

per species             
	
	          
	
	 

	
	
	
	
	


a. Has the pain category changed from the original protocol?       
b. For the events and procedures involving animals in category C, justify why pain-relieving drugs cannot be used. Briefly describe the literature search conducted or the pertinent scientific literature reviewed to determine there are no valid or acceptable alternatives to the procedures performed under Category C.        
17.  Describe euthanasia procedures in table below. 
	Method(s)
	Agent(s)
	Dose(s)
	Volume(s)

	Overdose Anesthetic
	
	
	

	Euthanasia Solution

	
	
	

	CO2*
	
	
	

	Cervical Dislocation**
	
	
	

	Other**, specify:
	
	
	



Ether cannot be used as a euthanizing agent because of its explosive properties.





**Provide scientific justification for use of “Cervical Dislocation” or “Other” as method of euthanasia and indicate if conscious or unconscious euthanasia.      
*Indicate method for verifying death:  

 FORMCHECKBOX 
 
thorocotomy  

 FORMCHECKBOX 
 
cervical dislocation  

 FORMCHECKBOX 
 
checking for lack of heart beat or respiration at least 15 minutes after exposure with CO2 and prior to
placing the animals in the freezer

 FORMCHECKBOX 
 
other, specify:      

18.
a. Supply information on all other agents and/or drugs involving experimental animals in this addendum. Justify the use of any paralyzing agents, e.g. pancuronium.  
	Event/

Procedure
	# of Animals
	Drug(s) / Agent(s)*
	Dose (mg/kg)/ Concentration*
	Volume**
	Route

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	




* Provide solvent/vehicle 


**Sterile preparations are required


* Describe procedure for measuring depth of anesthesia (e.g. toe pinch or lack of corneal reflex). 


b.
All preparations of agents, drugs, anesthetics, are prepared in a sterile manner.   FORMCHECKBOX 
   Yes
 FORMCHECKBOX 
  No

19.
Describe expected side effects of procedures and compounds used.  Include description and rationale for anticipated and selected endpoints.  If genetically modified animals are used, are any phenotypes expected to cause pain and distress?  Will special treatment be necessary?

      


20.
Are there special housing and/or diet requirements planned? 

a. Special housing includes use of biosafety rooms, special PPE, isolation or quarantine facilities, special caging or handling requirements, specific number of animals per cage, (e.g. single housing), specific location of cage in rack, or area of room, etc.   FORMCHECKBOX 
   Yes*  FORMCHECKBOX 
  No   
*If YES, please describe special housing below. If single housing or trio breeding rodents, provide justification. Note: All special housing/handling requirements must match in Biosfaety protocol, IACUC protocol and Form Bs (revisions may be required to approved Form Bs). Indicate who will perform routine animal husbandry. Please group special requirements by experiment.  


     

b. Special diet requirements include a diet and/or feeding frequency that differs from the routine feeding program, or a deviation in the method, frequency and/or fluid composition from the routine watering procedures.  


 FORMCHECKBOX 
   Yes*
 FORMCHECKBOX 
  No  


*If YES, please describe. If special diet, include endpoints (e.g. body weight, consumption, hydration status, etc.) Please group special requirements by experiment.  


     

21. Will non-pharmaceutical grade chemicals/drugs be used when pharmaceutical grades are available (excluding experimental compounds)?    FORMCHECKBOX 
 Yes*  FORMCHECKBOX 
  No   *If YES, provide justification and describe how safety of product is assured.  Sterile preparations are required.      

22. Describe procedures and frequency of monitoring for non-surgical procedures.

     

23. List the names, roles and responsibilities and previous training/experience of all personnel involved in this addendum. Include procedures to be performed by each person and if experienced. If no previous experience, indicate who will provide training for procedure. Note:  A completed and current “Training Documentation Form” must be on file for each individual listed.  

     

24. Indicate below the reference sources that you have consulted to determine if (1) the species is appropriate for conducting these studies, (2) there are no appropriate alternatives to the use of animals to achieve the objectives of these studies, and (3) there are no alternative procedures that may cause less pain or distress if the use of animals falls under categories B or C in Item 16.
a. What alternatives to the use of animals were considered:

b. Why are these alternatives not suitable:

c. List the databases and computer searches, e.g. Pubmed, Current Contents, Reference Update, etc., that you refer to and how often searches are conducted.  Provide search words.  
	Databases/Information Services
	Frequency of Searches
	Search Words

	
	
	

	
	
	

	
	
	


d. Provide justification if less painful/stressful alternatives for any of the painful/stressful procedures described are identified but not used.
e. Date of initial database search:  

f. Time period covered by database: (e.g. 1980-present)
g. Date of the last database search:
 

h. List experts or other investigators in field with whom you have consulted, their addresses, and their area(s) of expertise.
i. Provide the complete literature reference(s) that describes the methods and procedures for the use of animals in these studies and the justification for the animal models you have chosen to perform these studies.


25.   As Principal Investigator I certify that:
 FORMCHECKBOX 
 
This addendum does not unnecessarily duplicate previous experiments and scientific literature and/or databases were searched to determine there were no acceptable alternatives.  
 FORMCHECKBOX 

Appropriate pain relieving drugs will be used to relieve pain and distress whenever it occurs, including post-operative and post-procedural care.

 FORMCHECKBOX 

I am responsible for ensuring that laboratory personnel adhere to procedures described within approved protocols are familiar with animal care and use responsibilities, regulations, and policies and are adequately trained. 

 FORMCHECKBOX 

The LIMR Animal Care Policies and Procedures Manual, Public Health Service Policy on Humane Care and Use of Laboratory Animals, the Guide for the Care and Use of Laboratory Animals and the Animal Welfare Act will be followed.
 FORMCHECKBOX 

I will notify the Research Annex Supervisor of all special handling, housing, dietary and safety requirements. 

 FORMCHECKBOX 

Documentation of training for hazardous materials must be maintained and must be available upon request as required under Policy 5.2 and Policy 5.3.

                                                                   



__________________       
Principal Investigator Signature





Date 

                                                                   



__________________                      

IACUC Chair Signature






 Date 

Addendum Number:



Species:


 

List one species per page
Attach additional pages if required.
APPENDIX 1
	Model #
	Strain*
	Source**

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


*Strain should match those described in Item 13. Provide names used by vendors when ordering.
** Refer to Policy 7.1 for list of approved vendors. 
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