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Changes in procedure
1. Description of Changes in procedure
1.1
Explain why the change in procedure is required and how it will benefit the project:  
	     


1.2
Outline the change in procedure. Provide details in the relevant Procedure A-F forms of research protocol. [image: image1.png]



	     


2. Consideration of alternatives to animals.

Animals and Birds Act (Care and Use of Animals for Scientific Purposes) Rules 2004 requires consideration of alternatives to the use of animals and to procedures that may cause more than momentary or slight pain or distress to animal. 

2.1
Method used in the consideration of alternatives.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                           
 

 FORMCHECKBOX 
  I have conducted literature search on the alternatives available.  


      A guide to searching for alternatives to the use of laboratory animals

         (a) Check all applicable databases searched and list other sources if used:


        FORMCHECKBOX 
 USDA Animal Welfare Information Centre, Alternatives and Searches 

       

     http://www.nal.usda.gov/awic/alternatives/alternat.htm 
 FORMCHECKBOX 
 Alternative to Animal Testing on the Web 
         

     http://altweb.jhsph.edu/ 

 FORMCHECKBOX 
 Johns Hopkins University Centre for Alternatives to Animal Testing
         

     http://caat.jhsph.edu/ 

 FORMCHECKBOX 
 European Centre for Validation of Alternate Methods (ECVAM)
         
     http://ecvam.jrc.it/index.htm
 FORMCHECKBOX 
 Fund for Replacement of Animals in Medical Research (FRAME)



      http://www.frame.org.uk/
 FORMCHECKBOX 
      
 FORMCHECKBOX 
      
(b) Date the database search was completed:      
(c) Years covered by the search:      
(d) Keywords used in the search:      
 FORMCHECKBOX 
  I have used the following method(s) to search for alternatives: (provide information/ service utilized. Elaborate, providing specific information)
	     


2.2  
Briefly describe the results of search for each of the following alternatives or how they are not applicable.
 (a)   Replacement of vertebrate animals (e.g. with in vitro models, computer models or less sentient animals). 
	     


 (b)   Refinement of experimental procedures to minimize pain or distress (e.g. early endpoints; use of analgesics, anesthetics, or sedatives; techniques that reduce stress in the animals):

	     


 (c)   Reduction in the number of animals (e.g., using appropriate statistical methods in sample size determination; reduction in experimental variability by using animals of defined genetic or microbiological status; sharing tissues among investigators).
	     


3.  Endpoints and criteria for early euthanasia. 
3.1   Will there be a change in the experimental endpoint? 

 FORMCHECKBOX 
 No. The endpoint is the same as in the approved protocol.

 FORMCHECKBOX 
 Yes. The endpoint is described below:

	     


3.2   Will the animals be euthanized promptly if they are experiencing unrelieved pain or distress prior to the defined experimental endpoint?  

 FORMCHECKBOX 
 (a) Yes.  I have read the guidelines as given in Attachment B on clinical signs of pain or   distress that require euthanasia, and will comply with the criteria for early euthanasia  



          of each species as listed below:  (view Attachment B):


Note: Records of animal monitoring must be kept for inspection / audit




Please refer to NACLAR’s Sample Animal Welfare Score Sheet for example of records 
	Criteria
	Specific clinical signs
	How assessed

	e.g. Body weight loss   →
	20% body weight loss compared to    → control. The veterinarian will be informed when the weight loss has reached 10%                                               
	Frequent weighing of 3 times a week (on alternate days)

	1.      
	     
	     

	2.      
	     
	     

	3.      
	     
	     

	4.      
	     
	     


   FORMCHECKBOX 
 (b) No. Provide scientific justification, indicating why an earlier endpoint cannot be used, if doing so would interfere with, or compromise the scientific goals of the experiment:
	     


3.3
If the method of early euthanasia is different from the approved protocol, please provide the following information for each new species/strain/type. 
 FORMCHECKBOX 
 N.A. Same method as in approved protocol.
 FORMCHECKBOX 
 Method different from the approved protocol. Please provide the following information for each new species:  

	1. Method of euthanasia:      


	Agent
	Dose
	Volume
	Route of administration

	     
	     
	     
	     

	2. Method of ensuring that animals are dead (i.e., criteria of death):
     


4.  Occupational Health and Safety

Please note that OSHE requires Principal Investigator to submit an Amendment to Risk Assessment  if there are significant changes in the protocol, practices, material, personnel or environment that would require additional risk controls. 
4.1
Have you submitted an amendment of risk assessment to OSHE for the above changes in procedure?

 FORMCHECKBOX 
 Yes, Approved. The approved Risk Assessment amendment number (e.g., FOXo-123R1) is: 
 FORMCHECKBOX 
 Yes, Submitted. The amendment of the approved Risk Assessment (No:      ) has been submitted to OSHE. .  

 FORMCHECKBOX 
 No, amendment of the Risk Assessment is not required. Please explain: 

	      


-- End of Appendix 3 --
 FORMCHECKBOX 
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