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Agenda
• Regulatory Aspects
• Approved vaccines 
• Terms and Conditions
• Adverse Events Following Immunization 
• Other Pharmacovigilance Activities
• Health Canada Advisories
• Patient Experiences
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COVID-19 Vaccines Approval Process
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Interim Order Respecting the 
Importation, Sale and 

Advertising of Drugs for Use in 
Relation to COVID‐19
(September 16, 2020)

Rolling Submission

Health Canada 
Review

Pre‐clinical studies 
Clinical Studies

Manufacturing data

Risk Management Plan
RMP Canadian Addendum

Product Monograph
Educational Materials

• Temporary regulatory pathway
• Promotes flexibility and agile review process

• Sponsors can apply before they have completed all 
phases of clinical trials

Post‐market surveillance



Vaccine Activities in Canada
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BRDD
• Clinical Trial AR monitoring
• Pre-market reviews
• On-Site Evaluations
• Notifiable changes
• Lot release

Vaccine Supply
PvP/RMP

Info sharing with other 
regulatory authorities

MHPD

• Environmental scanning

• AEFI monitoring (MAH)

• Review of  post-market safety
information submitted by
MAH (PSURs/PBRERs)
Post-market Risk/Benefit  assessment

• Vaccine advertising oversight 

PHAC
• AEFI monitoring (PTs)

• Risk/Benefit assessment of  
immunization program

• Investigation of  clusters AEFI

• Surveillance of  vaccine-preventable diseases

• Active surveillance in major pediatric hospitals

• Funds research on vaccine safety &

effectiveness

• Risk management

• Risk communication

Post-market
AEFI monitoring



Covid‐19 vaccines authorized in Canada
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Pfizer‐BioNTech
(tozinameran)

December 9, 2020

Moderna
(mRNA‐1273 
SARS‐CoV‐2)

December 23, 2020

AstraZeneca and
COVISHIELD
(ChAdOx1‐S 

[recombinant])
February 26, 2021

Janssen
(AD26.COV2.S 
[recombinant])
March 5, 2021

mRNA COVID‐19 vaccines Viral Vector vaccines

https://covid‐vaccine.canada.ca/



Terms and Conditions: Risk Management Plan

1. Adverse Reactions
• Treat as a priority
• Identify that the Vaccine is authorized under IO

2. Immunization Reminder Card / Immunization Information Card * Vaccination Errors 
Prevention

3. Monthly Safety Reports
• Interval/Cumulative Reports Global and for Canada
• Exposure, including race, ethnicity, special populations (frail elderly, immunocompromised, indigenous 

and remote populations
• Adverse Events of Special Interest
• Vaccination failure / lack of efficacy or effectiveness (including confirmed and suspected cases) reports

and vaccination errors (categories according to preferred terms)
• Changes to Reference Safety Information
• Ongoing and closed signals
• Fatal reports, vaccination failure, interactions
• Summary outcomes of pharmacovigilance activities
• Overall benefit/risk assessments

4. Risk Management Plan
• Canadian Addendum to the RMP – To add elements of safety specification and/or PV
• Updated Core/EU RMP and Updated RMP Canadian Addendum when a new safety issue is identified
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Medication Errors/Vaccination Errors
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• Canada Vigilance database
• Where manufacturers are required to report serious adverse events following 

immunization (AEFIs). Canada Vigilance also receives AEFI reports submitted voluntarily 
by healthcare professionals and the public.  

• All AEFIs including vaccination errors are assessed on a weekly basis for all COVID‐19 
vaccines

• Monthly Summary Safety Reports
• Global data are collected and assessed by the MAH on a monthly basis
• Some reports of vaccination errors are with no other adverse events other than the term 

of error.

• Examples of reported preferred terms include:
• Product administered to a patient of inappropriate age
• Incorrect dose administered
• Underdose
• Syringe issue
• Expired product administered
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Reporting pathway for AEFIs Reviews

Vaccine 
Recipient

Immunization Provider 
and/or Health Care 

Provider

Local Public Health 
Units

Public Health Agency 
of Canada

(CAEFISS Database)

Federal/Provincial/Terri
torial Immunization 

Authorities

IMPACT
Paediatric 
Hospital

Marketed 
Authorization Holders

HC
Canada Vigilance 

Database

PHAC-Lead
VVWG
Monthly

Flu weekly

MHPD-lead
VSR WG

BRDD
Pre-market

MHPD Review 
team

HPSEB-ARIS 

AR qualityAR quality

AR qualityAR quality

AR qualityAR quality

Voluntary
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Health Canada Advisories 
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Thank you!

https://www.youtube.com/watch?v=ZnbOKH9Oe9s



A Key Partner in the Canadian Medication Incident Reporting and Prevention 
System

COVID‐19 Vaccine 
Incidents



© Institute for Safe Medication Practices Canada

Logistics and Planning

•Patients directed 
to wrong clinic 
address

•Wasted doses
• Need for a prioritized wait 
list

•Transitions of care
• Elderly patient accidently 
given 2 different COVID‐19 
vaccine “1st doses”

•Delayed vaccination 
of LTC residents due 
to inoculation with 
other vaccines



© Institute for Safe Medication Practices Canada

Preparation and Administration

Preparation
• Wrong vaccine on 
documentation provided to 
patient

Documentation
• Double dilution
• Needle‐syringe misconnection

• Administration to non‐approved 
age group

• SIRVA

Administration



© Institute for Safe Medication Practices Canada

•Confusing portals to 
book appointments

•Long waits outside 
clinics for 
older patients with 
appointments

•Plenty of gratitude and 
tears of joy!!

Patient Experiences


