[image: ]BIOLOGICAL AGENTS PERMIT APPLICATION
Western University

Version: May 16, 2025
Biosafety Website: http://uwo.ca/hr/safety/topics/biosafety/index.html

This form must be completed when:
· A Principal Investigator holds a grant administered by the University and/or is in charge of a University laboratory/facility where the use of Risk Group 1, 2 or 3 biological agents is conducted in the laboratory.  
· Any work proposed involves animals carrying zoonotic agents infectious to humans. 
· Any work proposed involves plant pathogens, or fungi, that require Public Health Agency of Canada (PHAC) or Canadian Food Inspection Agency (CFIA) permits. 
· Undergraduate courses require the use of Risk Group1, Risk Group2, or Risk Group3 biological agents
· Any work proposed involves the manipulation of Human Source Materials


This form must be updated at least every three years or when there are changes to the biological agents being used. 

Containment Levels will be established in accordance with the relevant biosafety standards, including the Canadian Biosafety Standard for Facilities Handling or Storing Human and Terrestrial Animal Pathogens and Toxins (CBS) and the Human Pathogens and Toxins Act (HPTA) and the Human Pathogens and Toxins Regulations (HPTR).

Electronically completed forms are to be submitted to Health, Safety and Wellbeing (Support Services Building, Room 4159) or to cvoss2@uwo.ca for distribution to the Biohazards Subcommittee.  For questions regarding this form, please contact the Biosafety Officer at extension 88730 or biosafety@uwo.ca.  If there are changes to the information on this form (excluding grant title and funding agencies), contact Occupational Health and Safety for a modification form.  See the Biosafety website.

Please ensure that all questions are fully and clearly answered. Failure to do so will lead to the form being returned, which will cause delays in your approval and frustration for you and your colleagues on the Committee. 

If you are re-submitting this form as requested by the Biohazards Subcommittee, please make modifications to the form in capital letters. Please re-submit forms ONLY electronically.

Please complete either Section A (for research) or Section B (for undergraduate courses)

	A.                   Principal Investigator:
	     

	Department:
	     

	Address:
	     

	Phone Number:
	     

	Emergency Phone Number (s):
	     

	Email:
	     



Location of experimental work to be carried out:
	Building  :
	     
	Room(s):
	     

	Building  :
	     
	Room(s):
	     



*For work being performed at Institutions affiliated with Western University, separate permits are to be completed and reviewed by those institutions. 
	
FUNDING AGENCY/AGENCIES:
	[bookmark: Text5]     

	
GRANT TITLE(S):
	[bookmark: Text6]     





For Undergraduate courses:

	B.               Course Name and Number :
	                                                      

	Course Coordinator:
	     

	Department:
	     

	Address:
	     

	Phone Number:
	     

	Emergency Phone Number (s):
	     

	Email:
	     

	Location of Teaching Laboratory : 
	     

	                Biological Agents Storage Location:
	                 



All applicants to use this list:

List all personnel and Principal Investigators who will work on this BAPA and associated Animal Use Protocols (AUP) in this location (s):
	Name
	Institutional E-mail Address
	Date of Biosafety Training
	Hazard Communication Form Completed https://hcf.hr.uwo.ca/ 

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No

	     
	     
	     
	☐ Yes   ☐ No




Introduction:

Please provide a brief overview of the proposed research containing sufficient information to ensure adequate review of the protocol to determine compliance with Western University's Biosafety Program and provincial and federal regulations.  Please answer each section separately and DO NOT cut and paste the specific aims section from a grant application.

a. Purpose of research (brief and in lay terms);
b. Assessment of risk to personnel working with the biological agent (what measures would you take in case of exposure/injury e.g. spill, splash or needlestick injury);
c. An outline of the procedures and techniques employed;
d. Description of the safe practices, equipment, PPE, and facilities used to protect personnel;
e. Describe any specific methods of inactivation or disposal of the biological agent(s).
All questions 1-15 MUST be answered by checking either YES or NO and complete appropriately

1.0	Microorganisms

[bookmark: Check1][bookmark: Check2]1.1 Does your work involve the use of microorganisms? 	|_| NO  	|_| YES
Including but not limited to bacteria, fungi, microalgae, and parasites, plus viruses, prions, and other replicating agents).  (If no, please proceed to Section 2.0)

1.2 Please complete the table below:
	Full Scientific Name of Microorganism*  
(Include Strain designation if applicable) 
	Is it known to be a human pathogen?
YES/NO
	Is it known to be an animal pathogen?
YES/NO
	Is it known to be a zoonotic agent? 
YES/NO
	Maximum quantity to be cultured at one time? (in Litres)
	Source/
Supplier
	PHAC or CFIA Containment Level

	Example:
Human Adenovirus Type 5
	|_|  No

[bookmark: Check5]X  Yes   

	  X    No

|_|  Yes
	X    No

|_|  Yes
	1mL
	Vector BioLabs
	|_| 1     X  2
|_| 2+   |_|  3

	Example:
E. coli, DH5α
	|_|  Yes  
X    No
	|_|  Yes  
X     No
	|_|  Yes  
X    No
	500mL
	Thermo Fisher
	X  1     |_| 2  
|_| 2+   |_| 3

	     
	|_|  No
|_|  Yes
	|_|  No  
|_|  Yes
	|_|  No  
|_|  Yes
	     
	     
	|_| 1     |_| 2  
|_| 2+   |_| 3

	     
	|_|  No 
|_|  Yes
	|_|  No 
|_|  Yes
	|_|  No  
|_|  Yes
	     
	     
	|_| 1     |_|  2  
|_| 2+   |_|  3

	     
	|_|  No 
|_|  Yes
	|_|  No  
|_|  Yes
	|_|  No  
|_|  Yes
	     
	     
	|_| 1     |_|  2  
|_| 2+   |_|  3

	     
	|_|  No  
|_|  Yes
	|_|  No  
|_|  Yes
	|_|  No  
|_|  Yes
	     
	     
	|_| 1     |_|  2  
|_| 2+   |_|  3

	     
	|_|  No  
|_|  Yes
	|_|  No  
|_|  Yes
	|_|  No  
|_|  Yes
	     
	     
	|_| 1     |_|  2  
|_| 2+   |_|  3

	     
	|_|  No  
|_|  Yes
	|_|  No  
|_|  Yes
	|_|  No  
|_|  Yes
	     
	     
	|_| 1     |_|  2  
|_| 2+   |_|  3


*Please attach a Safety Data Sheet or equivalent from the supplier or from the Public Health Agency of Canada link: 
https://www.canada.ca/en/services/health/biosafety-biosecurity.html

No SDS is required for any of the following Non-Regulated E. coli Strains:
E. coli 83; 0104:K:412; A2B, BL-12; BL21; BLR; C; Chi-1776; DH5alpha(2); EKA 133; EQ1; F18; HB101; K12; MG1655; MEP-04-01; MRC1; NCTC 9001; Nissle 1917
	                         


Additional Comments:
	

 




2.0	Cell Culture

2.1 Does your work involve the use of cell cultures?    	|_|  NO 	|_|  YES
(If NO, please proceed to Section 3.0)

2.2 Please indicate the type of primary cells (i.e. derived from fresh animal or plant tissue) that will be used in culture:

	Cell Type
	Is this cell type used in your work?  
	Source of Primary Cell Culture Tissue 
	Animal Use Protocol Number

	Human
	|_| No       |_| Yes
	[bookmark: Text25]     
	Not applicable

	Rodent
	|_| No       |_| Yes
	     
	     

	Non-human primate
	|_| No       |_| Yes
	     
	     

	Plant or insect
	|_| No       |_| Yes
	
	     

	Other (specify)

	
	
	




2.3 Please indicate the type of established cells that will be grown in culture in:
	Cell Type
	Is this cell type used in your work?
	Specific cell line(s)* [Containment Level(s)**]
	Supplier / Source of cell line(s)

	Human
	|_| No         |_| Yes
	     
	     

	Rodent
	|_| No         |_| Yes
	     
	     

	Non-human primate
	|_|  No        |_| Yes
	     
	     

	Other (specify)
	|_|  No        |_| Yes
	     
	     


*Please attach a Safety Data Sheet (SDS) or equivalent from the supplier. Product or technical data sheets from ATCC or equivalent are acceptable; generic SDS are not acceptable. (For more information, see www.atcc.org)
**Please include the Containment Level for EACH cell line

	Additional Comments:
	     



3.0	Use of Human Source Materials

3.1 Does your work involve the use of human source materials?            |_| NO 		|_| YES
(If no, please proceed to Section 4.0)
3.2 Indicate in the table below the Human Source Material to be used.
	Human Source Material
	Source/Supplier /Company Name
	Is Human Source Material Infected With An Infectious Agent? 
YES/UNKNOWN
	Name of Infectious Agent (If applicable)
	PHAC or CFIA Containment Level (Select one)

	Human Blood (whole) or other Body Fluid
	     
	|_| Yes       
|_| Unknown 
	     
	|_|1    |_|2  
|_|2+  |_|3

	Human Blood (fraction) or other Body Fluid
	     
	|_| Yes       
|_| Unknown 
	     
	|_|1    |_|2  
|_|2+  |_|3

	Human Organs or Tissues (unpreserved)
	     
	|_| Yes       
|_| Unknown 
	     
	|_|1    |_|2  
|_|2+  |_|3

	Human Organs or Tissues (preserved)
	     
	Not Applicable
	     
	Not Applicable


  
3.3 Has REB approval been obtained for this material?      |_| YES	        |_| NO        |_| Not Applicable
      REB Approval Number:________________________

3.4 Do the personnel working with human source materials have up-to-date vaccinations against Hepatitis B? 
|_| NO 	|_| YES		If NO, please contact Workplace Health at 519-661-2111 ext. 85472
 
	Other vaccines for proposed research:
	     

	Additional Comments:
	     




4.0	Genetically Modified Organisms and Cell lines 

[bookmark: OLE_LINK1][bookmark: OLE_LINK2]4.1 Will genetic modifications be made to the microorganisms, biological agents, or cells described in Sections 1.0 and 2.0?  		|_|  NO   	|_|  YES	
(If NO, please proceed to Section 5.0)

4.2 Will genetic modification(s) involving plasmids be done?  |_|NO      |_| YES, complete table below  
	Bacteria or yeast used for cloning *
	Plasmid(s) **
	Source of Plasmid
	Gene Transformed or Transfected
	Will there be a change due to transformation of the bacteria?
	Will there be a change in the pathogenicity of the bacteria after the genetic modification?
	What are the functional consequences due to the transformation of the organism?
	If plasmids are being used to transfect cells what is the functional consequence on the eukaryotic cells?


	Example:
E. coli DH5α
	pcDNA-1
	Clonetech
	v-hRas oncogene
	Bacteria will carry the plasmid
	No
	Bacteria will replicate the plasmid to levels suitable for purification
	Depending on the cell type transfected, the cells expressing v-hRas will have increased proliferation and may become transformed.



	
	
	
	
	
	
	
	


* Please attach a Safety Data Sheet or equivalent if available.

** Please include genetic maps for viral vectors or plasmids that will be used in mammalian cells (maps for standard cloning plasmids or E. coli-based protein expression are not necessary). 

No SDS is required for any of the following Non-Regulated E. coli Strains:
E. coli 83; 0104:K:412; A2B, BL-12; BL21; BLR; C; Chi-1776; DH5alpha(2); EKA 133; EQ1; F18; HB101; K12; MG1655; MEP-04-01; MRC1; NCTC 9001; Nissle 1917









4.3 Will genetic modification(s) of bacteria and/or cells involving viral vectors be made? 	
   		|_| NO		   |_| YES, complete table below            
	Virus/Plasmid Used for Vector Construction
	Vector(s) *
	Source of Vector/Plasmid
	Gene(s) Transduced/
Transfected
	Describe the functional change that results from transduction/transfection

	Example:
3rd generation Lentivirus (SIN) vector

	Viropower vector
	ThermoFisher
	Luciferase
	Cells transduced with this vector will express the reporter gene, luciferase

	



	
	
	
	


* Please attach a Safety Data Sheet or equivalent.
4.3.1  Will virus be replication defective?      					|_| NO  	|_| YES

4.3.2  Will virus be infectious to humans, animals, or plants?     	    	|_| NO 	|_| YES

4.3.3 Will this be expected to increase the containment level required?  	|_| NO  	|_| YES   
          If yes, what containment level is now required?_________

5.0	Will genetic sequences from the following be involved? (This section must be completed) 
· HIV				|_| NO |_| YES, specify       		
· HTLV 1 or 2 or genes 		|_| NO |_| YES, specify      	 	
· T antigen oncogene     		|_| NO	|_| YES  		
· E1A oncogene, eg. HEK 293	|_| NO	|_| YES 		
· Known oncogenes   		|_| NO	|_| YES, specify      	 	
· Other human or animal sequences; or microorganism pathogenic sequences or their toxins?                                 |_| NO   |_| YES, specify      	

5.1 Is any work being conducted with prions or prion sequences?		|_| NO	|_| YES  

5.2 Will retroviral or lentiviral sequences be involved? 	|_| NO 	|_| YES 

5.2.1 If YES, please describe:      

5.3 Will any sequences, when introduced, enhance the pathogenicity of that pathogen?	
|_| NO |_| YES  |_| UNKNOWN	

5.3.1 If YES, please describe:      

5.3.2 If UNKNOWN, please describe:      

5.4. Are any of the sequences growth altering?		|_| NO 	|_| YES       |_| UNKNOWN

5.4.1 If YES, please describe:      

5.5  Will any sequences, when introduced to a cell and/or animal or plant, produce substances 
that are biological hazards to personnel handling those cells and/or animals or plants?

|_| NO          |_| YES     |_| UNKNOWN

5.5.1 If YES or unknown, please describe:      

5.6 Does your work require specialized involvement of other researchers?    |_| NO 	|_| YES
 If yes, please attach a description of the additional work, where it will be performed, in what containment level, and at what stage you will have possession of the samples / agents / animals?

	Additional Comments:
	     



6.0	Human Gene Therapy Trials 

[bookmark: _Hlk106699087]6.1 Will human clinical trials be conducted involving a biological agent?  	|_| NO 	|_| YES
(including but not limited to microorganisms, viruses, prions, parasites or pathogens of plant or animal origin)
(If no, please proceed to Section 7.0)
6.2 If YES, please specify which biological agent will be used:     
Please attach a full description of the biological agent.
6.3 Will the biological agent be able to replicate in the host?		|_| NO 	|_| YES

6.4 How will the biological agent be administered?       

6.5 Please give the Health Care Facility where the clinical trial will be conducted:      

6.6  Has human ethics approval been obtained? |_| NO      |_| YES , number:             |_| PENDING




































7.0 Dual-Use risk assessment (please read carefully):

Research intended for beneficial purposes that nonetheless presents the risks of potential misuse is sometimes referred to as “Dual Use”.

As mandated by the Public Health Agency of Canada (PHAC), each researcher using RG2, RG3, RG4, and Security Sensitive Biological Agents (SSBAs) must conduct a dual-use risk assessment for each of the pathogens.  Please use PHAC’s Decision Tree below to determine if you are handling Dual-Use agents.

Please consult the “ePathogen – Risk Group Database” Government of Canada web site to determine if you work with SSBA: 
                                      https://health.canada.ca/en/epathogen

Are you creating, re-creating or modifying a new or existing pathogen?
Will the pathogen(s) acquire any of these potential hazards?
● increase in virulence
● production of novel toxin
● enhance communicability or transmissibility
● alteration of host range
● interfere, by-pass or diminish the effectiveness of diagnostic        tools and therapeutic or prophylactic antimicrobial or antiviral treatments
● enhance capacity for spreading or for easy release or making them “weapons-grade” 


Is there a potential for research knowledge (e.g., data, methodology, intermediate and final products (e.g., toxins) to be misused?
If released, will the pathogen or research information pose threat to
● aquatic animals, invertebrates?
● terrestrial animals?
● humans?
● public safety?
● national security?

No Dual-Use
Dual-Use
Note: CFIA is responsible for oversight of facilities importing or transferring non-indigenous animal pathogens causing emerging animal diseases.
Non-indigenous animal pathogens or emerging animal disease pathogens that are also human pathogens are regulated by both the PHAC and the CFIA


                                                                                                                
                                             Yes |_|                                                             No  |_|


				Yes						  No      

                                                                                                                  
                                                                                                                    No |_|        Yes |_|
                                                                                              No to all |_|

										 	     
                                              
                                              Yes to any |_|								  
                                              

                                                                                             No to all |_|
				Yes to any                             


		     	                     						      
                                                                Yes to any |_|

					        












Dual Use potential identified	|_| YES	|_| NO 	(If NO, please proceed to section 8.0)	

If yes, please contact the Biosafety Officer at x88730 or email cvoss2@uwo.ca 
Please complete the risk assessment below (answer all the questions):

7.1 What types of pathogens, knowledge, technology, or products are anticipated to be generated through the research?


7.2 How could pathogens, knowledge, technology, or products resulting from the research be misused to pose harm to public health and safety or national security?


7.3 What type of technical skills will be required to repeat the experiment?


7.4 Are the materials, tools and equipment expensive or difficult to acquire?


7.5 If released outside the laboratory, will the pathogen affect humans and/or animals?

7.6 What is the likelihood that the knowledge, information, technology, or products from research will be used to harm public health and safety, the environment (including animals) or national security?


7.7 What is the scope and magnitude of the potential risk(s) identified? (significant, medium, negligible)


Risk Mitigation Plan for dual use pathogens:

a) What measures are you taking to address the risks? (ie. Applying biosafety and biosecurity measures or modifying experimental design or methodology such that an attenuated strain is used or strain’s ability to proliferate outside of the lab or within different hosts is limited by using a different technique)?


b) Are there currently countermeasures (e.g., treatments) to help mitigate the potential consequences? Are they readily available?


c) How will the results or products of the research be shared or distributed (i.e., will the results or products be shared openly or remain within the laboratory or Western)?


d) How readily available are these results?


e) Who will have knowledge, information, technology, or final products?


f) Will the risk change if specific information is redacted for publication?


8.0	Biological Toxins and Hormones

8.1 Will purified toxins or hormones of biological origin be used?     |_| NO 	|_| YES  
(If NO, please proceed to Section 9.0)

8.2 If YES, please name the toxin(s) or hormones(s)      
Please attach information, such as a Safety Data Sheet, for the toxin(s) used.

8.3 What is the LD50 (specify species) of the toxin or hormone      

8.4 How much of the toxin or hormone is handled at one time*?      

 8.5 How much of the toxin or hormone is stored*?      

8.6 Will any biological toxins or hormones be used in live animals or plants?     |_| NO             |_| YES
 If YES, Please provide details:       		

*For information on biosecurity requirements, please see: http://www.uwo.ca/hr/form_doc/health_safety/doc/procedures/biosecurity_requirements.pdf 

	Additional Comments:
	     




9.0	Animal Experiments

9.1  Will live animals be used at Western and/or will live animals be the source of cell, primary tissue, or body fluids?
|_| NO  (If NO, please proceed to Section 10.0)	|_| YES

9.2  List the animal species to be used:	

 
9.3  Identify any zoonotic agent(s) infectious to humans associated with the species of animal used:


9.4  Are the animals purpose bred or wild caught?                                   Source:


9.5  Animal Use Protocol (AUP) number(s):


9.6  Will any of the agents listed in Sections 1-8 be used in live animals?
|_| NO 		  |_| YES, please specify


9.7  Will the agent be shed by the animal:

|_| No, please justify			|_| YES, indicate route(s) of shedding:

9.8  Indicate special precautions while handling animals and cage bedding:


9.9  Will bedding and animal remains required hazardous waste disposal:  
|_| NO, please justify:
|_| YES


9.10 Indicate the PHAC or CFIA containment level required for research involving animals:

|_|   1    |_| 2	 |_| 2+	 |_| 3

9.11 If work will be transitioning from one containment level to another, please explain:



10.0	Insects 

	Do you use insects that require a permit from the CFIA permit?  |_| NO	|_| YES
	If YES, Please attach the CFIA permit & describe any CFIA permit conditions:
	     


11.0	Plant Pathogens 

11.1 Do you use plant pathogens?    	|_| NO	(If NO, please proceed to Section 12.0)               |_| YES

11.2 If  YES, please give the name and description of the pathogen.      

11.3	Will the pathogen(s) be used:  in lab only (in vitro) |_|      in plants |_|

11.4a   (If in plants, 11.3): What is the name and origin of the plant?      

[bookmark: _Hlk105739359]11.4b   (If in plants, 11.3): What is the form of the plant (seed, seedling, plant, tree…)?      

11.4c   (If in plants, 11.3): Where will infected plants be grown? (Name and describe the facility)       

11.4d   (If in plants, 11.3): Do you do any modifications to the plant?  |_| NO     |_| YES
            If yes, please describe:      

11.5	    Please describe the risk (if any) of loss of the material from the lab and how this will be mitigated: 
                

11.6 	Does your work require a permit from the CFIA? 	 |_| NO   |_| YES    |_| PENDING              
		If YES, please attach the CFIA permit & describe any CFIA permit conditions:
                 

12.0	Training Requirements for Personnel Named on Form

All personnel named on the above form who will be using any of the above named agents are required to complete the following e-learning courses:
· Biosafety			
· Laboratory and Environmental/Waste Management Safety
· WHMIS (Western or equivalent)
· Employee Health and Safety Orientation

As the Principal Investigator, I have ensured that all of the personnel named on the form who will be using any of the biological agents in Sections 1.0 to 9.0 have been trained.  

An X in the check box indicates you agree with the above statement... |_|
[bookmark: Text26][bookmark: Text27]Enter Your Name           						Date:        


13.0	Containment Levels 

13.1	For the work described in sections 1.0 to 10.0, please indicate the highest 
PHAC or CFIA Containment Level required.  			|_| 1    |_| 2    |_| 2+    |_| 3 

13.2	Has the facility been certified by OHS for this level of containment? 
|_| YES
	|_| NO, please certify  
	|_| NOT REQUIRED for Level 1 containment

13.3 Please indicate permit number (not applicable for first time applicants):       

14.0	Procedures to be Followed

14.1 	As the Principal Investigator, it is your duty to annually conduct refresher training on emergency procedures and spill control measures. Please keep records of all training in a binder and available to show an inspector.

14.2	As the Principal Investigator, I will ensure that this project will follow the Western Biosafety Guidelines and Procedures Manual for Containment Level 1 & 2 Laboratories (and the Level 3 Facilities Manual for Level 3 projects).  I will ensure that UWO faculty, staff and students working in my laboratory have an up-to-date Hazard Communication Form, found at https://webapps.uwo.ca/positionhazard/login?1



Please print and sign this page and submit it. This signature page is needed for approval. 


Researcher:		    				SIGNATURE: ______________________________ 
								Date: ____________________________________


	Additional Comments:
	     


14.3	


15.0	Approvals
 
1) Safety Officer for the University of Western Ontario																SIGNATURE:______________________________
								Date:_____________________________________  
  
2) UWO Biohazards Subcommittee:    			SIGNATURE: ______________________________ 
								Date:_____________________________________


Approval Number: __________________      Expiry Date (3 years from Approval): ____________________   



Special Conditions of Approval:   
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