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	SECTION:
	Occupational Health and Safety 
	MEDICAL DIRECTIVE NUMBER:
	HRS XXX

	SUB-SECTION:
	Medical Directives
	EFFECTIVE DATE:
	2021-01-13

	SUBJECT:
	COVID-19 Immunization - Pfizer-BioNTech COVID-19 Vaccine
	LAST REVISION DATE:
	

	Sponsoring/ Contact person
	Occupational Health and Safety 


	Order/Delegated Procedure: 
Administer Pfizer-BioNTech COVID-19 Vaccines (0.3 mL IM x 2 doses 21 days apart) as directed by the Eastern Ontario Health Unit and product monograph.

	Recipients/ Patients: 
All persons carrying on activities at Cornwall Community Hospital, including employees, students, volunteers, medical trainees, physicians, and contract workers.
Health care workers of long-term care homes in Cornwall and Stormont, Dundas and Glengarry United Counties as directed by the Eastern Ontario Health Unit.

	Authorized Implementers: 

Registered Nurses, Registered Practical Nurses, and Registered Part A Pharmacists who have completed the necessary injection training requirements by the Ontario College of Pharmacists, employed at Cornwall Community Hospital.
Implementers will complete required education and evaluated for competency and signed off for completion. 



	Indications:
For active immunization to prevent coronavirus disease 2019 (COVID-19) caused by severe acute respiratory syndrome coronavirus 2 (SARS- CoV-2) in individuals 18 years of age and older. 

	Contraindications: 

Do not administer if particulates are present on inspection of the vial.
The vaccine should not be given to individuals who:
· are hypersensitive to the active substance or to any ingredient in the formulation;
· are feeling unwell with symptoms that could be COVID-19;
· have received another vaccine in the past 14 days;
· who are less than 18 years of age;

· have had a serious or allergic reaction to a previous dose of COVID-19 vaccine, other vaccines, medications or food.
Special Considerations:

Individuals with the following or receiving the following therapies should have a signed Verification Form (Appendix F) confirming discussion with primary care giver: 

· have autoimmune conditions, immunocompromised, or receiving immunosuppressant therapy,
· anticoagulant therapy or known bleeding disorder that would contraindicate intramuscular injection,

·  are pregnant and/or who are breastfeeding,

· have problems with immune system from disease or treatment. 

	Consent: 
· Informed consent will be obtained by the implementer.

	Guidelines for Implementation:
1. Ensure recipient has read and understands COVID-19 Vaccine Information Sheet. 

2. Review Screening and Consent form with recipient.
3. Obtain consent signature.
4. Prepare and administer vaccine as per product monograph. 

5. Document in the electronic health record (HER):

a. Product name;
b. Lot number;
c. Dosage;
d. Injection site;
e. Date and time given;
f. Reason for immunization;
g. Reason immunization not given (as applicable);
h. Date of next dose. 
6. Provide recipient with After Vaccine Care Sheet.
7. Provide recipient with record of immunization on After Vaccine Care Sheet.
8. Verify recipient has a date and time for second dose. 

9. Advise recipient to remain in the clinic area for 15 minutes post immunization. 
10. Keep a copy of Screening and Consent form. It will be kept for scanning into EHR.


	Documentation and Communication:

Vaccine administration will be documented in the EHR as indicated above.

The paper copy of the Screening and Consent form will be scanned into the EHR.


	Review and Quality Monitoring Guidelines:

The implementer will advise all vaccine recipients to report any adverse events/ reactions to Occupational Health and Safety following the administration of the COVID-19 vaccine. 

All adverse reactions will be reported to the local Medical Officer of Health by Occupational Health and Safety as per Eastern Ontario Health Unit Guidelines.


	APPENDICES:
	A. Signature List
B. Medication Table

C. Product Monograph PFIZER-BIONTECH COVID-19 VACCINE (COVID-19 mRNA Vaccine).
D. Covid -19 Vaccine Information Sheet
E. Covid-19 Screening and Consent form
F. Verification Form for Covid Vaccination 

G. Covid-19 After Vaccine Care Sheet


	REFERENCE DOCUMENTS:
	Government of Canada. (2020, December 21). Planning guidance for immunization clinics for COVID-19 vaccines. Retrieved from Coronavirus Disease (COVID-19) : https://www.canada.ca/en/public-health/services/diseases/2019-novel-coronavirus-infection/guidance-documents/planning-immunization-clinics-covid-19-vaccines.html#a11

Pfizer. (2020, December 9). PFIZER-BIONTECH COVID-19 VACCINE (COVID-19 mRNA Vaccine). Retrieved from https://www.pfizer.ca/pfizer-biontech-covid-19-vaccine-covid-19-mrna-vaccine

Williams , D. (2020, December 29). Nurses (RN/RPN) - Province Wide - COVID-19 mRNA Vaccination Order. Toronto, Ontario: Ministry of Health Ontario.


	REPEALED POLICIES:
	

	APPROVAL PROCESS:
	Incident Command Centre:

Medical Advisory Committee: 

	APPROVAL SIGNATURE:
	
	Jeanette Despatie
President and Chief Executive Officer
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Medical Directive Number HRS XXX
Appendix A - Signature List

	Medical Directive:
	COVID-19 Immunization - Pfizer-BioNTech COVID-19 Vaccine

	Medical Directive Number:
	HRS XXX

	Effective Date:
	2021-01-13


Signature(s):

	Name & Title
	Signature
	Date:

	Dr. Lorne Scharf, Chief of Staff

Emergency Physician
	
	


Appendix B – Medications Table
	Drug
	Name & Dosage Range
	Indications
	Absolute

Contraindications
	Special Considerations

	COVID-19 mRNA Vaccine BNT
162b2 concentrate
for solution for
injection
(Pfizer)
	COVID-19 mRNA Vaccine BNT 162b2is administered intramuscularly in the deltoid muscle after dilution.

It is administered as a series of two doses (0.3 ml each) 21 days apart

The thawed vaccine must be diluted with 1.8 mL of sodium chloride solution 9 mg/ml (0.9%) solution using a 21 gauge or narrower needle using aseptic technique.  The diluted product must be used within 6 hours of being reconstituted.


	The following applies for both the first and second dose administrations.

Vaccine Recipients presenting to be vaccinated and meeting the criteria of the targeted vaccination group must:

· Pass the COVID-19 Screening Criteria

· Be 18 years of age and older

AND

· Provide Informed consent

AND

· Indicate no contraindications based on the list of known contraindications during the consent process for vaccination
	Do not administer the vaccine if:

· Particulates or discoloration are present upon visual inspection of the vial.

Do not administer the vaccine if the Vaccine Recipient has any of the following:

· anaphylactic reaction to previous vaccinations and/or a history of anaphylaxis to medications or food

· administration of another vaccine in the last 14 days

· known hypersensitivity to the active substance or to any of the following excipients:

· ALC-0315=(4-hydroxybutyl)azanediyl)bis

(hexane-6,1-diyl)bis(2-hexyldecanoate)

· ALC-0159=2-[(polyethylene glycol)]-2000]-N,N-ditetradecyulacetamide

· 1,2 Distearoyl-sn glycerol-3-phosphocholine

· Polyethylene glycol

· Cholesterol

· Potassium chloride

· Potassium dihydrogen phosphate

· Sodium chloride

· Disodium hydrogen phosphate dehydrate

· Sucrose

· potassium

· Sodium

· temperature of greater than or equal to 38 degrees Celsius
	Individuals not meeting the eligibility criteria will be directed to discuss and seek immunization with their primary care provider who is most familiar with their medical history.

Individuals with the following conditions, or receiving the following therapies, should be directed to consult with their primary care provider who is most familiar with their medical history prior to vaccination:

· Autoimmune disease, immunocompromised or receiving immunosuppressant therapy.

· Receiving anti-coagulant therapy or has a known bleeding disorder that would contraindicate an intramuscular injection

· Pregnant or breastfeeding
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