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Animal Research Ethics Board (AREB)
Animal Use Protocol – Modification Form



Use this form to request changes to an active Animal Use Protocol (AUP) e.g., different species or strain, change in numbers of animals, change in procedure(s), addition of personnel. The UACC AREB or ACRS Office must approve any modification(s) before implementation into the research or teaching program. (Refer to: UACC Procedures on Submission of a Modification to an Existing Animal Use Protocol.)

	CONFIDENTIAL -  Animal Care and Research Support (ACRS) Staff Use Only

	CI Level
	Select	MOD #
	     
	Category
	Select	Reviewed by
	Select
	Submission Date
	Select date
	Revision Number
	     
	Revision Date
	Select date

	☐ Add or Remove Personnel                  ☐ Add or Remove Sources of Funding                 ☐ Exchange of Strains  

	☐ ACRS Database Updated
	ACRS Approval Date (ONLY for administrative changes)
	Select date

	☐ Edits by ACRS
	

	AREB and/or UACC VETERINARIAN COMMENTS

	     



	Section 1 - General Project /Course Information 

	

	AUP#
	     
	AUP Title
	     

	Principal Investigator (PI)
	Last Name	First Name
	Email
	     
	Phone Number
	     



	Section 2 - Purpose of Modification 


2.1. Simply state the purpose of this modification in 1-2 sentences (e.g., change in procedure or add X number of animals).  This summary will appear on the Certificate of Approval.
	     


2.2. Check all that apply:
☐ Change in animal numbers to request additional animals for species/strains currently approved for use under 
this AUP (e.g., you are currently approved to use 100 Balb/C mice and you want to add another 50 Balb/C mice) – Complete Section 3 and Section 4
Note – An increase in animal numbers by 20% or more of the total approved for that particular species or strain is a MAJOR modification which requires review by the full AREB.
☐ Add new species/strain of animals that are not currently approved for use on this AUP (e.g., you are not currently 
approved to use any Balb/C mice and you now want to add 50 Balb/C mice) – Complete Section 3 and Section 4 
Note – Addition of a new species is a MAJOR modification which requires review by the full AREB.
[bookmark: _GoBack]☐ Change in animal use, study design or procedures – Complete Section 4
☐ For rodent use ONLY – Exchange of strains that are already approved for use on this AUP (but no change in 
overall total animal numbers) – Complete Section 5
Refer to the UACC Procedures for Categorizing Rodent Strains and Allowing for Exchange of Strains on AUPs.
☐ Add or remove personnel – Complete Section 6
☐ Add or remove funding source – Complete Section 7  

	Section 3 - Change in Animal Numbers or New Species/Strains 



3.1. Complete this table for each species/strain of animal requested:
	Is this a new species or strain? (Yes/No)
	Animal (common name e.g. rat)

	Sex
	Age (Specify days/wks/mos/years) 
	Potential Baseline Mortality Rate (%)
	Strain / Stock (nomenclature, if applicable)
	Supplier / Source
	Location of Housing
	Number of Animals

	Yes/No
	     
	M/F
	
	     
	     
	Select
	Select
	     

	Yes/No
	     
	M/F
	
	     
	     
	Select
	Select
	     


Note: To add more rows: Right click on the Table > Insert > Insert Rows Below. Drop down boxes do not copy with addition of rows. For drop down menu >> copy and paste the box in the row above or type in appropriate answer.

NOTE: To purchase animals or report animal use submit an Animal Use Request and Report Form to the UACC Animal Order Desk (AOD). Refer to UACC SOP A102 (Animal Acquisition and Reporting) which describes the general guidelines and responsibilities involved in the acquisition of animals and reporting of animal use in the UACC Animal Care and Use Program. Note: Animal orders or reports of animal use MUST be placed prior to animals arriving into a facility. For use of client-owned animals or field/wildlife studies, animals must be reported to the AOD shortly after they are used or caught. Consult directly with the AOD if you have any questions.

3.2. Provide justification if only one sex will be used for any the requested species/strains (from the table above). 
☐  Not Applicable 
	     



3.3. Provide justification for each animal species/strain (from the table above) where the potential baseline mortality rate is greater than 0%. If baseline mortality will be above 10%, consult with a UACC Veterinarian to ensure accuracy of the baseline mortality specific to your animal use and explore potential mitigation measures.
☐  Not Applicable 
	     



Important Reminders: 
a. Refer to UACC Procedures for CCAC Reportable Animal Welfare Incident (RAWI) Reporting. 
b. Baseline mortality includes animals expected to be euthanized as per the HIP checklist and/or mortalities experienced due to toxicology, infectious disease, or standard production/breeding of animals but not for euthanasia due to reaching the scientific endpoint of a study. 
c. For RAWI Reporting, applicable mortalities must have occurred over a consecutive 7-day period.
d. All unexpected mortality, morbidity, or other incidents must be reported to the UACC Veterinarians using an MMI Report or MMI Fish and Wildlife Report.

3.4. Referring to the table above in 3.1, if the location where the animal procedures will occur is different than the location of the animal housing, or if the location of housing is ‘OTHER’, please provide further details:
☐  Not Applicable 
	     



	[bookmark: _Section_3_-]Section 4 - Change in Animal Use, Study Design or Procedures



4.1. Clearly describe any change to animal use:
· Justify the additional animals or the use of new species/strains of animals. 
· Describe all changes in study design or experimental/teaching procedures including experimental groups.
· Consider adding a flow chart or table of animal use if appropriate. Define all acronyms at first use.
	     


	
4.2. Administration of Substances – In the table below, provide a description of any new administered substance or any changes to currently approved substances (e.g., dose) for each species/strain and procedure such as:

· Chemicals, cells, bacteria, rDNA/genetically modified microorganisms, modified live vaccines, viruses, etc. and its associated administration vehicle as appropriate (e.g. saline, media).
· Sedatives, anesthetics, analgesics, and euthanasia agents for all non-surgical and surgical procedures. 
· Consult with a UACC Veterinarian if you have any questions about drug administration or dosages.
Important – The CCAC requires the UACC to have sufficient information on all compounds to evaluate potential welfare impacts on animals used. For instance, composition, properties of the substance, and the dosing vehicle must be included to ensure that the formulation is appropriate for the site, route, species, and purpose of the experiment. This includes commercial and in-house made compounds.
☐  Not applicable – Go to Question 4.3
☐  As Principal Investigator, I accept responsibility to ensure all research team members are trained in the safe handling of the substances listed below.

	Animal 
(common name, e.g., rat)
	Purpose 
(e.g., pre-emptive analgesic)
	Substance 
(and vehicle if applicable)
	Dose, if applicable
(e.g., mg/kg)
	Administration Volume 
(e.g., ml)
	Route and 
Site (e.g., IV in tail)
	Frequency and Interval between Administration (i.e., How often and for how long? e.g., once a week for 3 weeks)

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


Note: To add more rows: Right click on the Table > Insert > Insert Rows Below. 

4.2.a. Are any of the administered substances in the table above a controlled substance?
☐  No 
☐  Yes – Read the reminder below:
· Controlled drug regulations require PIs to obtain exemptions from Health Canada (HC) for controlled substances for research use (Application Form For An Exemption To Use A Controlled Substance For Scientific Purposes). Note: A scientific drug exemption application for animal or in vitro purposes takes HC on average 75 days to process.
· As per HC Regulations, PIs must safely store the controlled substance and maintain a record of use. 
· Scientific drug exemptions are valid for a period of 2 years. 
· If you are a Saskatchewan licensed veterinarian, you do not need to apply for an exemption to use controlled veterinary substances for research use if you meet the three conditions outlined in the Declaration Form; however, if controlled substances are the subject of your research, you must complete the Application Form For An Exemption To Use A Controlled Substance For Scientific Purposes. Note: Any veterinary substances utilized within this same protocol should still be listed in the table of Section 4 even if they do not require exemptions. Refer to the conditions identified by the three checkboxes which indicate an exemption is not required under Section 4 in the HC application form.
· Contact status-demandedestatut@hc-sc.gc.ca for confirmation of regulatory status of substances, if there is any uncertainty.

4.3. Collection of Samples – In the table below, list all new samples collected or any changes to samples collected from live animals (e.g., blood, fluids, tissues, eggs/embryos, etc.). Do not include samples collected during terminal procedures.
☐  Not Applicable
	Animal 
(common name, e.g., rat)
	Sample
	Site
	Amount or Volume
	Frequency and Interval between Collection (i.e., How often and for how long? e.g., once a week for 3 weeks)

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Note: To add more rows: Right click on the Table > Insert > Insert Rows Below. 

4.4. Does the proposed animal use require any changes to SOPs, HIPs, or the monitoring plan?       
☐   No – Go to Question 4.5
☐  Yes – Briefly describe any changes and attach SOPs, HIPs and/or the monitoring plan with submission of this form.
	     


4.4.a. Are you willing to share any new SOPs associated with this modification in the UACC SOP databank?
☐  Not Applicable 	
☐  No
☐  Yes – Available to active USask animal users in the SPO site: USask University Animal Care Committee.

4.5. Check “Yes” for all that apply to this animal use. Answering “Yes” indicates these changes are not already included in the current approved AUP, previous annual renewal, or previous modification. 
☐  Not Applicable	
	Change to facility or location of animal use?
	☐  Yes

	Change in Supplier/Source for animals that are ‘Donated’, ‘Commercial’, ‘Wildlife’, or another source not provided in the table?
	☐  Yes

	Change in Supplier/Source where animals are ‘Transferred from another AUP’? List the AUP number(s) from where the animals will be transferred. If there is re-use of any animals, clarify what procedures the animals experienced under the previous AUP and indicate what rest period they will receive before their use under the current AUP.
	☐  Yes

	Any new requests for client-owned animals?  Complete and attach an AREB Owner Consent form. Provide a description of the recruitment process.
	☐  Yes

	Change in Supplier/Source where animals are from ‘Other Institutions’? Provide details and complete the USask form: Appendix C - Request to Obtain Animals from other Institutions.
	☐  Yes

	Change in animals transported to USask by non-commercial sources? (e.g., Charles River is a commercial supplier). Refer to the UACC Procedures for Experimental Animal Transport.
	☐  Yes

	Change in animals transported from one USask facility/location to another facility/location? Refer to the UACC Procedures for Experimental Animal Transport.
	☐  Yes

	If “Yes” was selected for any of the points above, provide a description for each change:
     



4.6. Identify any changes to services required by Prairie Diagnostic Services (PDS is full-service veterinary diagnostic laboratory for testing and disposal needs. For more information, see Use of PDS):	
☐  Not Applicable	   
☐  Diagnostic testing services     	 ☐  Necropsy facility use     	 ☐  Animal disposal services

4.7. Will any potentially hazardous materials (chemicals, radioisotopes, biologicals, animals and/or tissues of unknown health status) be used for which occupational exposures to animal care staff in animal facilities may occur which were not previously approved by the AREB?
☐ No         
☐ Yes – List the hazardous materials below and complete UACC Appendix A – Hazardous Materials Form. 
	     


[bookmark: _Section_3_–][bookmark: _Section_5_-]
	Section 5 – Exchange of Rodent Strains


5.1. Complete this table to identify the strains of rodents to be exchanged on this AUP:
	Animal 
(common name, e.g., rat)
	Strain # / Stock #
	Will there be any change in experimental design due to this switch in animal use? 
	Increase
or Decrease Number of Animals
	Number of Animals to Change
	Additional Information

	     
	     
	Select	Select	     
	     

	     
	     
	Select	Select	     
	     


Note: To add more rows: Right click on the Table > Insert > Insert Rows Below. Drop down boxes do not copy with addition of rows. For drop down menu >> copy and paste the box in the row above or type in appropriate answer.

Important Note: 
If the proposed switch in strains requires a change in the study or experimental design, the modification request will be reviewed by the full AREB (major modification) or AREB subcommittee (minor modification), depending on the nature of the request. If there is no change in the experimental study design, the modification request will be processed by ACRS staff. 

	Section 6 - Add or Remove Personnel



6.1. Complete the table below:
	Add/Remove
	Last Name
	First Name
	Position
	NSID
	Email Address

	Select	     
	     
	Select	     
	     

	Select	     
	     
	Select	     
	     


Note: To add more rows: Right click on the Table > Insert > Insert Rows Below. Drop down boxes do not copy with addition of rows. For drop down menu >> copy and paste the box in the row above or type in appropriate answer.
Biosafety Note – Animal users must be listed as authorized workers on the biosafety permit(s) associated with this AUP (if applicable). All authorized workers must have current biosafety training. Retraining is required every 3 years.

6.2. For each animal user listed above, provide the following information in the table below. This information is not required for animal care staff (i.e. technicians) employed at the LFCE, Rayner Dairy, ACS (LASU, ATRF and CSRB), LRB, Poultry Centre, PSCI, VIDO, WCVM ACU, and VMC, unless this modification applies to husbandry/facility AUPs.
	Last Name
	Description of relevant training and experience
	List procedures this animal user will perform, e.g., animal handling, surgery, all procedures
	Will perform anesthesia?
	Will perform euthanasia?

	     
	     
	     
	Select	Select
	     
	     
	     
	Select	Select

[bookmark: _Hlk146188338]Note: To add more rows: Right click on the Table > Insert > Insert Rows Below.

Important Note: 
Prior to being added to an AUP and gaining access to the animal facility, the following training is required as per the UACC Procedures for Training Required for Approval of Animal Use Protocol Applications:
· Animal users involved with direct handling of rodents must complete the UACC Rodent Handling Workshop. 
· Animal users involved with direct handling of fish or other aquatic vertebrates must complete the UACC Aquatics Workshop.
· Animal users involved with direct live animal anesthesia of rodents must complete the UACC Practical Skills: Rodent Anesthesia Workshop. *Rodent handling must be complete before taking this workshop.
· Animal users involved with direct live animal surgery of rodents must complete the UACC Practical Skills: Surgical Skills Workshop. *Both rodent handling and anesthesia training must be complete before taking this workshop.

6.3. Are these animal users unfamiliar or untrained in any procedures that they will be responsible to perform?
☐  No 
☐  Yes - Describe the training that is required. Contact uacc-training@usask.ca to request specific training.
	     



	[bookmark: _Section_6_-_1]Section 7 - Change in Funding



7.1. List any changes in the source of funding:
	Add / Remove
	Source / Agency
	UniFi Fund 

	Select	     
	     

	Select	     
	     


Note: To add more rows: Right click on the Table > Insert > Insert Rows Below. Drop down boxes do not copy with addition of rows. For drop down menu >> copy and paste the box in the row above or type in appropriate answer.

	[bookmark: _Section_8_-]Section 8 - Declaration and Submission of Modification



The Principal Investigator or Course Instructor acknowledges that all animals used in this AUP will be cared for and used in accordance with the Policies and Guidelines of the Canadian Council on Animal Care, and Procedures of the University Animal Care Committee and in accordance to the 3R principles.

	Principal Investigator
	Acknowledgement
	Date

	First and Last name	☐ I have read and approve submission of this Modification form.
	Select Date


Send the completed Modification form (and any other attachments) by e-mail to ACRS: uacc.office@usask.ca

IMPORTANT! If you do not receive a reply from the ACRS team within seven (7) business days following submission of this form, please call 306-966-4126 or email uacc.office@usask.ca.
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