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ROSALIND FRANKLIN UNIVERSITY OF MEDICINE AND SCIENCE

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE

SIGNIFICANT CHANGE TO AN APPROVED ANIMAL PROTOCOL

Application Form -   updated February 2008
	PI Name (Last name, First name, Degree):
     
	Campus Phone Number: 

     

	Approved Protocol #:

     
	Department:

     

	Title of Protocol:

     
	Funding Agency/Source: 

     

	Email:

      
	Pager or Cell Phone Number:

     


	Date of Submission of Significant Change Application:      

	Date of Current Revision (if applicable):      
Complete this box only if this document contains revisions that were made in response to comments from either veterinary or IACUC reviewer(s).


The Following Significant Changes ARE PROPOSED:
(check ALL that apply; complete only those sections of the application): 

 FORMCHECKBOX 

Change in Study Objectives    [Complete Item #2]

 FORMCHECKBOX 
   
Change in Animal Subjects:     FORMCHECKBOX 
 species
 FORMCHECKBOX 
 number
[Complete Item #3]

 FORMCHECKBOX 

Change in Surgical Procedures, including switch from non-survival to survival surgery   


[Complete Items #4 & #6] 

 FORMCHECKBOX 

Change in Non-Surgical Procedures [Complete Items #5 &  # 6]


 FORMCHECKBOX 

Change in Anesthetic/Analgesic regimen [Complete Item #7]

 FORMCHECKBOX 

Change in Animal Monitoring or Humane Endpoints [Complete Item #8]

 FORMCHECKBOX 

Change in Method of Euthanasia. [Complete Item #9]

 FORMCHECKBOX 

Change in Use of  Hazardous Agents in Animals :  [Complete Item #10 and relevant
Approval Documents from Environmental Health and Safety]

 FORMCHECKBOX 

Change in PI  [Complete Item #11]
 FORMCHECKBOX 

Other Significant Change in Activity [Complete Item #12]

Note that the IACUC may request that you submit a new protocol application instead of this form if the number or the magnitude of changes proposed are deemed substantial, or if previous significant amendments have been made.  If you have questions, contact the IACUC Chair before proceeding.
Item #1 must be completed on ALL applications. 

1.   SUMMARY of the proposed SIGNIFICANT change(s): 

If changes involve new experiments, be sure that the reader can easily understand the experimental design and the sequence of events from an animal’s entry into the experiment to the endpoint of the study.  

	     


2.  Describe any CHANGE IN THE OBJECTIVES of the study:

Be sure to provide the rationale for the changes, and explain how the new objectives relate to the purpose of the study as described in the approved protocol.

	     


3.   Describe any CHANGE IN ANIMAL SPECIES or NUMBER OF ANIMALS (Increases greater than 20% of original approved number of animals require this form; Attach a Table if necessary).




Species




Species

	Add
	Delete
	
Species
	
# Approved

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     



Justification for Additional Species or Change in Species:
	     



Justification for Additional Animals:

	     


4.  Describe any CHANGE IN SURGICAL PROCEDURES


a.  Describe proposed changes in non-survival surgical procedures in detail below
	     



b.  Describe proposed changes in survival surgical procedures in detail below

	     



c.  Describe proposed changes in multiple major survival surgery procedures in detail
	     



d.  If proposing to ADD multiple major survival surgery (not previously approved) 
provide strong scientific justification: 

	     



e.  For all surgery categories above:
	Post surgical monitoring will be:
	 FORMCHECKBOX 
  as described in the approved protocol
	 FORMCHECKBOX 
  modified, as described in  section # 8

	Humane endpoints for surgical animals will be:
	 FORMCHECKBOX 
  as described in the approved protocol
	 FORMCHECKBOX 
  modified, as described in section # 8


5.  Describe any CHANGE IN NON-SURGICAL PROCEDURES  This includes changes in the duration, intensity, frequency, degree of invasiveness or other features of a non-surgical procedure done using animals. 


a. Describe proposed changes in non-surgical procedures in detail below: 

	     



b.  For all new/changed non-surgical procedures:


	Post procedure monitoring will be:
	 FORMCHECKBOX 
  as described in the approved protocol
	 FORMCHECKBOX 
  modified, as described in  section # 8

	Humane endpoints for surgical animals will be:
	 FORMCHECKBOX 
  as described in the approved protocol
	 FORMCHECKBOX 
  modified, as described in section # 8

	Post procedure monitoring will be:
	 FORMCHECKBOX 
  as described in the approved protocol
	 FORMCHECKBOX 
  modified, as described in  section # 8


6.  PAIN/DISTRESS LEVELS.   Categorize the level of pain or distress that animals might experience as a result of proposed changed procedures in the protocol.   If changes move (or add) animals into Category D or E you must also complete sections 6B-6D below.  List only new (added) animals if the proposed changes do not affect the status of other animals listed in the original protocol.  


 FORMCHECKBOX 
  No Changes Will Result

 FORMCHECKBOX 
  Proposed Changes will involve:

	SPECIES 1:       

	Pain Category C (*No or momentary pain and/or distress)
	# of animals        

	Pain Category D (**Alleviated Pain and/or Distress)
	# of animals        

	Pain Category E (***Unalleviated Pain and/or Distress)
	# of animals        



	(If you are using more than one species in this activity, complete the following section)

	SPECIES 2:        

	Pain Category C (*No or momentary pain and/or distress)
	# of animals        

	Pain Category D (**Alleviated Pain and/or Distress)
	# of animals        

	Pain Category E (***Unalleviated Pain and/or Distress)
	# of animals        


* List animals in Pain/Distress Category C that will undergo no activity or procedure that will produce pain or distress (For example, procedures that might routinely be performed on humans by a physician without provision of anesthesia or analgesia such as injections, phlebotomy, ear tagging, etc.


** List animals in Pain/Distress Category D that will undergo procedures where pain-alleviating methods are used, such as anesthesia, analgesia.  All surgical animals would fall into this category, even if the procedure is terminal. 

*** List animals in Pain/Distress Category E that will experience unalleviated pain and/or distress.  This should be considered only when the use of a pain alleviating strategy would seriously compromise the validity of the study, and no other option is available. 


b.  If adding or moving animals into Category D or E, you must consult an attending 
veterinarian on pain management:

	Name of Veterinarian Consulted: 
	     

	Date of Consultation:
	     



c.  Updated Search for Alternatives to potentially painful or distressful 
procedures. Complete if your proposed changes will add/move any animals in 
pain/distress categories D or E.
Federal regulations require the PI to consider 
alternatives to procedures that may cause more than momentary or slight pain or 
distress, and to provide a narrative description of the methods and sources used to 
determine that alternatives are not available.   

Specific Databases that were searched (include at least 2): 
	     



Years Covered by Searches: 
	     



Key Words / Search Strategies Used:     
	     



Date of Search(s): 
	     



Narrative of Findings from Literature Searches:  Be sure to include responses to 
EACH of the 
3 “Rs” in your narrative. 


	     


7.  CHANGE IN ANESTHESIA/ANALGESIA REGIMEN:      

a. ANESTHESIA


 FORMCHECKBOX 
 No change from approved protocol   


 FORMCHECKBOX 
 Proposed Changes:





       Species 1                Species 2      
	Name of agent 
	     
	     

	Dose (mg/kg or % concentration) 
	     
	     

	Route of administration
	     
	     



Reason for Change: 

	     



b.  ANALGESIA/SEDATION       


 FORMCHECKBOX 
 No change from approved protocol   


 FORMCHECKBOX 
 Proposed Changes:




       Species 1                Species 2      
	Name of agent 
	     
	     

	Dose (mg/kg or % concentration) 
	     
	     

	Route of administration
	     
	     

	Times Given
	     
	     



Reason for Change: 

	     



If changes involve withholding analgesia after surgical procedures (not previously 
approved), provide scientific justification: 

	     


8.  CHANGE IN ANIMAL MONITORING or HUMANE ENDPOINTS.   


a.  Describe changes in post-procedural care and monitoring that 
relate to this amendment:

	     



b.  Describe changes in humane endpoints that will be used to terminate
animals from the study early to avoid unnecessary pain or distress (Check all that apply; 
this is not an exhaustive listing):

	 FORMCHECKBOX 

	No Changes Proposed


	 FORMCHECKBOX 

	Moderate to severe clinical signs of pain and distress that is unalleviated by appropriate analgesics

	 FORMCHECKBOX 

	Anorexia (inability to eat or drink)

	 FORMCHECKBOX 

	Emaciation (weight loss > 20% of normal weight

	 FORMCHECKBOX 

	Mutilation of operative site

	 FORMCHECKBOX 

	Depression/lethargy > 48 hours

	 FORMCHECKBOX 

	Non-weight bearing/paralysis

	 FORMCHECKBOX 

	Infection not resolved with antimicrobial therapy

	 FORMCHECKBOX 

	Diarrhea

	 FORMCHECKBOX 

	Moribund – lack of righting reflex

	 FORMCHECKBOX 

	Cyanotic, difficulty breathing

	 FORMCHECKBOX 

	CNS signs (seizures, circling)

	 FORMCHECKBOX 

	Hypothermia

	 FORMCHECKBOX 

	Other (describe)
	     



If you are NOT using humane endpoints, provide strong scientific justification for this.   
Be sure to explain what essential information will be obtained between the interval 
when an animal becomes moribund and when death occurs that cannot be obtained in 
another way in your studies.   

	     


9.  Describe proposed CHANGE IN EUTHANASIA METHOD Indicate whether the changes in method(s) to be used for euthanizing the animals are consistent with the recommendations of the Panel on Euthanasia of the American Veterinary Medical Association (AVMA)? 

	Yes
	 No

	     FORMCHECKBOX 

	     FORMCHECKBOX 



Complete section 9a if “Yes” is checked, complete section 9b if “No” is checked.  (Because of specific experimental requirements, in some cases both boxes may be checked; in that case complete both sections 9a & b).

a.  AVMA Recommended Methods:















Species 
     Species
	Add
	Delete
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	*CO2 exposure 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Overdose of anesthetic agent by injection or inhalation*
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Cervical dislocation under general anesthesia
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Decapitation under general anesthesia
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Exsanguination under general anesthesia
	 FORMCHECKBOX 

	 FORMCHECKBOX 




* If CO2 or anesthetic drug inhalation will be used, what secondary method(s) will be 
used to confirm death? (required)

	 FORMCHECKBOX 

	Decapitation

	 FORMCHECKBOX 

	Cervical Dislocation

	 FORMCHECKBOX 

	Opening Thorax

	 FORMCHECKBOX 

	Exsanquination or Organ Removal (e.g. remove brain, heart etc.)


If anesthetic drugs will be used for euthanasia provide the following details:







Species 1
     
        Species 2

	
	     
	     

	Name of agent 
	     
	     

	Dose (mg/kg or % concentration) 
	     
	     

	Route of administration
	     
	     



b.  Non-recommended Euthanasia Methods (requiring scientific justification): 









Species 1
     Species 2

	Add
	Delete
	
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Cervical dislocation without anesthesia
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Decapitation without anesthesia
	 FORMCHECKBOX 

	 FORMCHECKBOX 




Scientific justification for using any non-recommended method:

	     



Provide information about the specialized training of the personnel who will carry 

out any non-recommended euthanasia procedures:
	     


10.  
Change in USE OF HAZARDOUS MATERIALS in Live Animals:


a.  Indicate the type of change: 

	 FORMCHECKBOX 

	Biological (use of infectious agents, tumor cells, viral agents, recombinant DNA, etc) 

	 FORMCHECKBOX 

	Chemical (use of toxins, carcinogens or other

hazardous chemicals)

	 FORMCHECKBOX 

	Radioactivity (use of isotopes or ionizing radiation)



b.  Describe the proposed changes in detail: 
	     


Note:   If you are making changes in any of these categories, you must also attach copies of the relevant approvals from the Office of Environmental Health and Safety and appropriate SOPs (standard operating procedures) for the agents listed. 

11.  
CHANGE IN PRINCIPAL INVESTIGATOR (PI):


a.  Identify new PI and discuss reasons for change: 
	     



b.  Discuss the relevant experience/training/qualifications of new PI here (attach CV 
to application):  

	     


12.  
OTHER SIGNIFICANT CHANGES IN ANIMAL USE ACTIVITY (not covered 
above). 

	     


Assurances:

 I certify that the approved animal use protocol in conjunction with the Significant Change(s) in this application accurately describes all aspects of the proposed animal usage.  I further certify that the use of animals will be in accord with U.S. Department of Agriculture Animal Welfare regulations (Code of Federal Regulations, Title 9, Chapter 1, Subchapter A, Parts 1, 2, 3), the Public Health Service Policy on Humane Care and Use of Laboratory Animals, the National Research Council Guide for the Care and Use of Laboratory Animals, and the policies established by Rosalind Franklin University. I further certify that the use of animals is not unnecessarily duplicative.  I accept responsibility that all personnel working on the project will adhere to the regulations regarding the humane treatment of laboratory animals and will receive proper training.  I will obtain approval prior to instituting any other significant changes in the project.  I understand that the approval is not final until I receive notification of such in writing, and that the IACUC can require changes to the protocol.  I understand that approval of projects is for a maximum of one year from the date of IACUC approval of the original submission, and that approval of the significant changes submitted on this form will not change the date of the annual renewal.

PI Signature:   _________________________________________       

Date: _____________________

REVIEW AND APPROVALS:

Attending Veterinarian Review:

Name: 
_______________________________  

 Signature: _______________________________
  

 Date:
_______________________________
  

Certification of Review and Approval by the Institutional Animal Care and Use Committee:

 Name:
 _______________________________ (Chair)
  

 Signature:
_______________________________
  

 Date:
_______________________________
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