UNIVERSITY OF WINDSOR
‘ Biological Safety
APPLICATION FOR BIOLOGICAL SAFETY Program
CERTIFICATE

The University of Windsor requires that all Researchers possess a valid biological safety certificate when
performing research that involves biological agents. Failure to acquire a biological safety certificate will lead
to the withholding of funding until the application process is completed.

Section A: Applicant Information

Principle Investigator:

Department: Building:

Mailing Address:

Email Address: Telephone Ext.:

Project Information  : Please attach a brief description of your work that explains that biohazards that will

be used and how they will be used. If you require additional space, please attach a separate sheet.

Section B: Funding Sponsor and/or Agency Information:

Title ORS File No:
Agency Business Unit # Start / End Dates
Title ORS File No:

Agency Business Unit # Start / End Dates




Section C: Facilities / Project Location

Building Room Containment Level Biosafety Office Use Only
1 -3)* Last Site Visit
1 2 3
1 2 3
1 2 3
1 2 3

I — Based on Health Canada’s “Laboratory Biosafety Guidelines”, 3° Edition, 2004.

Site Specific Handling & Emergency Response: Please list the site specific instructions and safety protocols,
including waste handling and spills response, that all lab workers will follow when handling the biohazardous materials
specified in this application.

Section D: Biological Safety Cabinet(s): Please attach a copy of report(s) on testing and certification
performed within the last twelve months.

UWin ID # Building Room Biosafety Office Use Only
DBase Updated

Section E: Animal Utilization: Indicate if biological agents are to be used on animals. Provide
attachment that briefly outlines procedures which involve animals used in conjunction with biological
agents.

None P No animals will be used in the projects outlined in OSection BO

Non-primate mammals | \ Other animals: specify

Approved by Animal Care Committee (ACC)

Animal Research Protocol No: \

Pending Approval from Animal Care Committee (ACC) - application submitted

For more information please visit the University of WindsorOs Animal Care Committee website:
www.uwindsor.ca/acc




Section F: Radiation Ultilization: Indicate if biological agents are to be used in conjunction with
radioisotopes.

None P No radioisotopes will be used in the projects outlined in OSection BO

Radioisotope \ \ Other type of radiation

Approved by Radiation Safety Committee (UWINRSC)

Internal Radiation Permit No.

Pending Approval from Radiation Safety Committee (UWINRSC)- application submitted

For more information please visit the University of WindsorOs Radiation Safety Program website:
www.uwindsor.ca/radiation

Section G: Biological Agent Utilization: Provide an attachment which briefly outlines the procedures
which involve the use of biological agents.
Use of Microorganisms:  If no, please proceed to next section.

Known to be a
. Max Qty
Human Animal Plant Source
Cultured
pathogen pathogen | pathogen

Name of microbe or parasite

Yes No | Yes | No Yes | No

PHAC CFIA
Recommended Containment Level:
Use of Cell Culture : If no, please proceed to next section.
Will be used Established . . .
Cell Type Ves o /Primary Specific cell lines Supplier
Human

Non -human primate

Rodent

Other (specify)

PHAC CFIA

Recommended Containment Level:

Use of Human Source Materials: If no, please proceed to next section.

Will be used Specify source /

Material
Yes No use

Human blood (whole)

Human blood (fraction)




Human tissue/organs (preserved)

Human tissue/organs (unpreserved)

Any human source known to have an
infectious agent

PHAC CFIA

Recommended Containment Level:

Does your Research Proposal also require approval through the Research Ethics Board. If yes,
provide your REB file no:

For more information please visit the University of WindsorOs Research Ethics Board website:
www.uwindsor.ca/reb

Use of Genetically Modified Organisms / Cell Lines: If no, please proceed to next section.

Will the genetic sequences be from the following: Yes No

A human or animal pathogen and their toxin?

A Risk Group One microorganism?

A Risk Group Two microorganism?

Known oncogenes?

Gene transduction Yes No

Will you use a live vector(s)?

If yes, specify source/origin(s):

If viral, is it (are they) replication defective?

If no, specify source/origin(s):

Is the virus infectious to humans or animals?

Section H: Regulatory Oversight: Does any of the work conducted within the specified locations require
any additional approvals or permits. If yes, please attach a copy of the approval and/or permit for all
applicable biological agents.

Canadian Food Inspection Agency

Permit Required (Yes/No/Unsure):

Permit No:

Containment Level 1 2 3

2 — CFIA regulates activities which may cause infections within animals. For more information, please visit
their website at http.//www.inspection.gc.ca

Public Health Agency  of Canada °

Permit Required (Yes/NdUnsure):

Permit No:

Containment Level 1 2 3

° — Public Health Agency regulates activities which may cause infections within humans. For more
information, please visit their website at http://www.phac-aspc.gc.ca




Section I: Personnel: Please list all personnel, regardless of employment status, who will be using
biological agents listed within this application; provide attachment if space is insufficient.

Name Title Student / Employee Biosafety Office Use Only
ID DBase Updated
Section J: Immunization: If answering OnoO to any of these questions, please provide explanation on an

attachment to this application form.

Question Yes No

Do all of the above persons demonstrate antibody titres against those hazardous biological agents
identified above for which a licensed immunizing agent is available to protect workers against
infection?

Are medical certificates available to attest to the immunizations and / or adequate antibody titres?

Unless known to have pre-existing immunity, are these persons encouraged to obtain relevant
immunization with a licensed immunizing agent to protect against infection by the identified
hazardous biological agent?

Will this work require medical surveillance? If yes, please describe what type of medical
surveillance is required:

Section K: Declaration:

| declare that | am familiar with the contents of Health CanadaOs Laboratory Biosafety Guidelines, ¥ Edition (2004)
and that the above describes my research program, insofar as this includes the use of hazardous biological agents and
materials, in its entirety.

As the legally responsible individual, | will ensure that all research conducted under my direction in the above
laboratories and by the above personnel conforms to the requirements of the University of WindsorOs Biological Safety
Program. In addition, | understand that if either myself and/or designated personal are found to be in breach of eith er
institutional and/or Health Canada guidelines all funding maybe frozen until corrective action is taken.

Signature of Principle Investigator Date



Biological Safety Program Use Only:

Institutional Responsible Official (RO):

Select and circle AP (Approved); CA (Conditionally Approved); RS (Review & Resubmit)
Signature of Institutional Responsible Official (RO) Date

Suggested Containment Level: 1 2 3

Conditions/Comments:

University of Windsor Biological Safety Committee — Chair (UWinBSC):

Select and circle: AP (Approved); CA (Conditionally Approved); RS (Review & Resubmit)
Signature of Chair - UWBSC Date
Conditions/Comments:

Biological Safety Certificate No:

Issued Date:

Expiry Date:

Classification: Containment Level: 1 2

Restrictions:




NOTES:

A valid University of Windsor Biological Safety Certificate is required for all University laboratory activities which involve
the use or manipulation of potentially hazardous biological agents and materials containing such agents, including
bacteria, viruses, fungi, parasites, recombinant DNA, human and animal tissues and cells, and human and animal
blood and body fluids. This requirement applies to activities which are either supervised by University employees or
conducted within the University, irrespective of the source of the funds used to sup port this activity. Biological agents
need not be overtly pathogenic; even agents which are Ounlikely to cause disease in healthy workers or animalsO are
assigned to Risk Group 1 and require Containment Level 1 conditions for their manipulation.

The required information must be typed or printed clearly and as completely as possible on the application form.
lllegible applications and those lacking the required information will be returned unsigned. In general, a single
application form may be used to identify all projects requiring the same Containment Level.

Information attachments may be required and are acceptable if space is insufficient on the application form. Since
attachments will not be returned, photocopies should be provided. The origina | documents should be retained by the
Principal Investigator.

A. Applicant Information

One name is allowed per application form. In the case of projects which are supervised collaboratively, one individual
must be responsible for ensuring that the conditions of the permit are maintained. G enerally, only one Biological Safety
Certificate is required for each Principle Investigator (P.1.).

B. Project Title(s)/ Funding Sponsor and/or Agency Information

Project titles must be matched with the corresponding sponsor or agency which is funding the activity. All sources of
financial support for the identified activities, whether internal or external, should be listed. Financial details are not
required. Activities involving potentially hazardous biological agents and materials which are not directly supported by
grants or contracts must also be reported on a University of Windsor Biological Safety Certificate.

C. Facilities / Project Location:

All laboratory facilities used by the Principal Investigator and her / his group for activities involving hazardous biological
agents and materials must be listed, whether or not these are shared with others. The required Containment Level of
individual rooms may be determined by referring to Health CanadaOs Laboratory Biosafety Guidelines,3edition
(2004). The submission of an application for a University of Windsor Biological Safety Certificate implies willingness to
allow the University of Windsor Responsible Official, Biological Officer, and/or his or her designate to visit the
laboratory sites used by the Biological Safety Certificate holder in order to determine compliance with the requirements
of the Biological Safety Program.

D. Biological Safety Cabinet (s):

Biological safety cabinets used in laboratory activities requiring Containment Level 2 and higher containment must be
tested and approved for use annually, unless otherwise noted. For each such biological safety cabinet, attach a copy of
the report on the testing and certification performed during the previous 12 month period. If cabinet testing was not
performed within the past year or the report is more than 12 months old, please make the necessary arrangements
and indicate the scheduled retesting date. For information about arranging this testing, consult the University of
WindsorOs Responsibl®fficer (RO) P Biological Safety or the Biological Safety website.

E. Identification of Animal Usage with Biological Ag ents:

Indicate by marking the appropriate boxes, whether or not animals will be used in conjunction with biological agents in
the identified project(s). Provide a brief outline identifying those activities involving both animals and biological agents,
and the Animal Research Protocol Number(s). For more information, please visit the University of WindsorOs Animal
Care Committee website.

F. Identification of Radiological Usage with Biological Agents:
Indicate by marking the appropriate boxes, whether or not radioisotopes will be used in conjunction with biological
agents in the identified project(s). Provide a brief outline identifying those activities involving both radiological and
biological agents, and the University of Windsor Radiation Safety Number(s). For more information, please visit the
University of WindsorOs Radiation Safety Committee website.



G. Identification of Biological Agent Usage:

Indicate by marking the appropriate boxes and then specifying the biological agents and materials to be used. Provide
and attach a brief outline identifying those procedures, activities and manipulations which involve the use of biological
agents in each project. Health Canada has identified four Risk Grouys and assigned biological agents to these groups.
Descriptions of cell and tissue cultures must indicate the species, whether they are primary or established lines, and
whether they contain, or may contain, oncogenic or other viruses.

In general, activities involving human blood, organs, tissues and cells must be conducted at a minimum of
Containment Level 2. In some circumstances, such work may be conducted at a lower Containment level. However, if
such is desired, documentation to justify this request must be attached to the application form for review by the
Biological Safety Committee. When standard recombinant DNA techniques are used and the source of the genetic
material being transferred, the vector (if any), and the recipient host are all innocuous or have low risk characteristics,
no additional details are required. If there is potential for producing recombinant microorganisms with a significantly
elevated level of risk, or if any of the constituent parts pose a higher risk, then disclosure is required on an attachment
for review.

H. Other Agency Approval or Permit:

If the proposed activity requires the approval of any oth er agency (e.g., Public Safety, Canadian Food Inspection
Agency, and Agriculture and Agri-Food Canadg, evidence of such approval must be provided as an attachment.
Provide and attach a copy of the approval or permit.

| . Personnel:

All personnel, including undergraduate and summer research students, directly involved in the identified

project(s) of the Principal Investigato r and working within the identified facilities must be listed. If new personnel start
working on the project during the validity period of the certificate, the  University of WindsorOs Responsible Officer (RO)
Db Biological Safety must be notified and provided with the information so that the certificate may be amended.

J. Immunization:

Laboratory personnel should be protected against laboratory-acquired infections by appropriate immunization with
relevant, licensed vaccines unless documented to have preexisting immunity. Hepatitis B immunization is strongly
recommended for all persons who handle or are exposed to human blood, body fluids, organs or tissues.
Immunoprophylaxis and information pertaining to the availability and the advisability of immunizing a gents are
available through the following: Windsor Essex Health Unit® Immunization Unit, 1005 Ouellette Avenue, Windsor,
Ontario N9A 4J8 (519) 258-2416 ext. 1222.

Immunizing agents are available to protect laboratory workers against:

Anthrax Lyme disease Rabies

Botulism Measles Rubella

Cholera Meningococcus Tetanus

Diphtheria Mumps Tuberculosis (BCG)
Hemophilus influenzae type b Pertussis Typhoid

Hepatitis A Plague Vaccinia

Hepatitis B Pneumococcus Varicella

Influenza A Polio Yellow fever
Japanese encephalitis

K. Declaration:

By signing this declaration, the Principal Investigator acknowledges full responsibility for the activities under her /his
supervision, and agrees to maintain and operate her / his laboratory f acilities in compliance with the University of
WindsorOs Biological Safety Program.

Review and Approval:  The completed, signed application form must be submitted to the University of WindsorOs
Responsible Officer (RO) / Biosafety Officer for review and approval. If the proposed activity requires a permit or the
approval of any other agency (e.g., Health Canada, Agriculture and Agri-Food Canada, Canadian Food Inspection
Agency), evidence of such approval must be provided.



Biological S afety Certificate  Validity, Expiration, and Amendments: University Biological Safety Certificates for
activities requiring Containment Level 1 are valid for 2 calendar years from the date of approval by the University
Biological Safety Committee Chair or, in the case of renewals, from the expiration date of the previous Certificate.
Similarly, University Bidogical Safety Certificates for activities requiring Containment Level 2 or Containment Level 3
are valid for 1 year only. Only those activities and agents identified on the application form and attachments are
covered. Significant changes (e.g., use of additional hazardous biological agents and materials, new personnel, animal
use) must be reported to the University of WindsorOs Responsible Officer (ROP Biological Safety so that an
appropriate amendment may be made to the Biological Safety Certificate. The submission of another application form
may not be necessary. In most cases, amendments will be recorded as an attachment to the current Certificate on file.

Requests for an amendment must include the following information: (A) Principal InvestigatorOs namg(B) Principal
InvestigatorOs signature (C) Current University of Windsor Biological Safety Certificate number; and (D) D escription of
the requested amendment.

This information must be provided to:

Chemical Control Centre
University of Windsor

Essex HallbB37

401 Sunset Avenue
Windsor, Ontario N9B 3P4
(519) 253-3000 ext. 3523 (p)
(519) 973-7013 ()
ccc@uwindsor.ca(e)

Assistance, Information, and the World Wide Web:

The University of WindsorO8iological Safety Program is available at: http://www.uwindsor.ca/biosafety

This site contains the text of the University of Winds orOs Biological Safety Program, reference guides, contact
information, MSDS information, and other biological safety related information.

Questions remaining unanswered after accessing this site, and requests forassistance should be directed to:

University of WindsorOs Responsible Officé® Biological Safety
Chemical Control Centre

University of Windsor

Essex HallbB37

401 Sunset Avenue

Windsor, Ontario N9B 3P4

(519) 253-3000 ext. 3523 (p)

(519) 973-7013 ()

ccc@uwindsor.ca(e)




