[bookmark: _Hlk147090024]Biological Risk Assessment for All New Assays

When a new assay or test is verified for use in the Public Health Laboratory, a biological safety risk assessment of the new assay and its procedures should be conducted by testing staff (assessor(s)) in conjunction with the Section Supervisor. The following document will help guide you through the process. Where applicable, you may enter N/A. 

Two useful references to help you with this process are:

Public Health Agency of Canada Pathogen Safety Data Sheets and Risk Assessment: http://www.phac-aspc.gc.ca/lab-bio/res/psds-ftss/index-eng.php

Biosafety in Microbiological and Biomedical Laboratories (BMBL) 6th Edition: https://www.cdc.gov/labs/pdf/SF__19_308133-A_BMBL6_00-BOOK-WEB-final-3.pdf


	Name of Assay or SOP
	

	Section
	

	Assessor(s)
	

	Supervisor
	

	Date of Assessment
	



1. Does the assay use potentially infectious samples?

2. Specimen and/or biological agent characteristics:
a. What is the suspected biological agent?
i. Infectious dose:
ii. Mode of transmission:
iii. Agent stability (survival outside of the host):
iv. Type of specimen(s):

3. What is the risk group of the agent?

4. What is the Biological Safety Level required to perform the assay?
a. [ ] BSL-1
b. [ ] BSL-2
c. [ ] BSL-3

5. Does the procedure require a BSC? (Yes/No?) If yes, briefly describe the steps of the procedure that are performed in the BSC.

6. What PPE is required to perform this assay?
a. [ ] Gloves, lab coat
b. [ ] Gloves, lab coat, face-shield, safety goggles, or safety shield
c. [ ] Additional lab coat cover or water resistant gown
d. [ ] N-95 respirator
e. [ ] PAPR
f. [ ] Other (please describe):

7. Do the specimens used in the assay require any special handling in Central Processing?

8. Does the procedure generate a highly concentrated aliquot of the organism?

9. Is there a splash potential? If yes, please describe:

10. Are there physical hazards associated with the assay?

11. Describe hazardous chemicals/reagents that are used in the assay:

12. Is there hazardous waste generated? If yes, how is it disposed of?

13. Are all safety precautions and warnings listed in the new standard operating procedure? 

14. Medical Management:
a. Is there a vaccine available? (Yes/No):  
b. If yes to above, is the vaccine made available to employees?
c. Is medical monitoring recommended? (Yes/No) 
     If Yes, please describe:
d. Are testing staff enrolled in the lab respiratory protection program (i.e. annual fit testing)?


Assessment Performed By: _____________________________________________



Reviewed By: __________________________________DATE: _______________
		              Section Supervisor	

		
Approved By: __________________________________DATE: _______________
		              Laboratory Director			
