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Objectives

To inform hospitals about the status of the mandatory reporting of medical 
device incidents (MDIs) and serious adverse drug reactions (ADRs).

At the end of our presentation, you will:

• Have the latest information on Canada Vigilance Program (CVP) news 
and more

• Know the latest statistics on mandatory reporting by hospitals as 
well as upcoming statistical products

• Understand how your reports are used for signal detection for ADRs
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Agenda
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1
• Introduction – News

2
• Statistical Update and Upcoming Products

3
• Feature – Signal Detection for ADRs

4
• Take-home Messages

5
• Live Question & Answers session



Introduction
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CVP News and More



News: Canada Vigilance Program

Guidance Document Consultation

• Updates to the Mandatory reporting of serious ADRs 
and MDIs by hospitals – Guidance Document

– Assists hospitals in complying with the federal 
regulatory requirement for hospitals to report MDIs 
and serious ADRs to Health Canada

– Consultation will likely occur in Winter 2023

• Exact date to be confirmed
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Guidance Document Consultation
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https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html


News: Canada Vigilance Program

• Currently, hospitals are not required to report MDIs to manufacturers.

• Since April 18, 2022, automatic notification letters were sent* to manufacturers 
upon Health Canada receiving MDI reports from hospitals.

• Notification letters include information about:

– Device involved

– Hospital reporter contact information

*On hold pending revisions
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MDI Report Notification Tool to Manufacturers
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Food and 
Drug 

Regulations

Medical 
Devices 

Regulations

Biocides 
Regulations

News: Biocides Reporting

• Health Canada is proposing to create new 
Biocides Regulations under the Food and Drugs 
Act.
– Disinfectants currently regulated under the Food and 

Drug Regulations will be transitioned to the new 
dedicated regulatory framework for biocides.

– Surface sanitizers currently regulated under the Pest 
Control Products Act will also be transitioned to the 
biocides regulations.
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Biocides Regulations

Mandatory 
Reporting by 

Hospitals
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News: Biocides Reporting
What is a biocide?

• A drug that is sold or represented for use in destroying or inactivating micro-organisms, or in reducing 
or controlling their number, on a non-living and non-liquid surface.

What is the impact on serious ADR Reporting?
• Serious Adverse Drug Reaction

– Definition modified to better reflect biocide products

• Information to Provide

– Information requirements will better reflect biocide products
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All other reporting requirements 
remain unchanged

No anticipated changes in reporting 
volumes



News: Biocides Reporting
• Timeline

• Status: Canada Gazette I

– Hospitals are encouraged to review the consultation documents and submit any comments 
before July 16, 2022.
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Canada Gazette I (CGI) publication

May 7, 2022 for 70 day consultation (ends July 
16, 2022)

Canada Gazette II (CGII) publication

Spring 2023

Coming Into Force (CIF)

1 year after registration in CGII

Transition period

4 years post-CIF
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https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gazette.gc.ca%2Frp-pr%2Fp1%2F2022%2F2022-05-07%2Fhtml%2Freg2-eng.html&data=05%7C01%7Cjessica.leung%40hc-sc.gc.ca%7C6a34e30a81ed457c345208da342d12b8%7C42fd9015de4d4223a368baeacab48927%7C0%7C0%7C637879665449072104%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=%2FGliMRS6nzu0IoqL9eIOfKYdn0gk9LNvoFzgmCzqy%2B0%3D&reserved=0


News: Proposed Block Release Regulations

Public or Canadian Armed Forces Health Emergencies — Drugs 
for Immediate Use or Stockpiling

• Hospital reporting of serious ADRs would be required for drugs allowed under 
the proposed block release regulations for public health emergencies only.

Purpose:

• Facilitates access to drugs that are not authorised in Canada for use in 
emergency preparedness and response activities of public health officials 
(PHOs).

– E.g. can be used to access a drug from any country, that at a minimum, has passed Phase II 
Clinical Trial.
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Public or Canadian Armed Forces Health Emergencies —
Drugs for Immediate Use or Stockpiling
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News: Proposed Block Release Regulations

Who Can Use It:

• Regulation would permit PHO to stockpile and use drugs to address a public or 
military health emergency.

– During a public health emergency, this can be used by PHOs at all levels of 
government (federal, provincial, territorial or municipal).

– Main users are expected to be the Public Health Agency of Canada (Chief 
Public Health Officer) and the Canadian Armed Forces (Surgeon General).

13

In
tro

d
u

ctio
n

Statistics
Featu

re
Take-h

o
m

e
M

essages
Q

&
A



News: Proposed Block Release Regulations

Impact on Serious ADR Reporting:
• The updated regulations propose changes to how serious ADRS are reported for public health 

emergencies only.

– Hospitals would be required to report to Health Canada.

Reason:

• For public health emergencies, Canadians will likely present themselves to the hospital if they 
experience a serious ADR.

• Provides consistency in serious ADR reporting.

Timeline

• Status: Canada Gazette II, early 2023
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News: Proposed Block Release Regulations
Impact on Hospitals:

• Deployment and use of drugs stockpiled under the block release regulations to 
address a public health emergency is expected to be a rare event.

• The PHO authorised by Health Canada to use the drug would inform the 
hospitals that the drug is being used to address a public health emergency.

– The authorised PHO would also be responsible to ensure appropriate labelling of 
the drug.

• Hospitals would report the serious ADR according to procedures already in 
place for mandatory reporting.
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Statistical Update and Upcoming Products
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Summary of all Mandatory Reports (MDIs and serious ADRs)
December 16, 2019 to April 30, 2022
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Total:
11,216 
reports

Average:
386 reports 

/ month

Total:
4,408 

reports

Average:
152 reports 

/ month

MDI ADR
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Statistical Summary: Hospital Dashboard
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Median:
8 days

On time:
81%

MDI ADR

Median:
19 days

On time:
67%

Statistical Summary: Hospital Dashboard
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Number of MDI and serious ADR reports submitted by hospitals, by province and territory,
since the regulations came into effect
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Number of ADR reportsNumber of MDI reports

Statistical Summary: Hospital Dashboard
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ADR reporting rate per 100,000MDI reporting rate per 100,000

Statistical Summary: Hospital Dashboard
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Rate of MDI and serious ADR report submission per 100,000 population, by province and territory,
since the regulations came into effect



Number of MDI and serious ADR reports submitted by hospitals to Health Canada, by hospital size, since 
regulations came into effect
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Category Number of beds

Small 0 – 30

Medium 31 – 99

Large 100 +

Statistical Summary: Hospital Dashboard
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Top 5 ATC classification groups of suspect products 
reported in serious ADR reports

ATC2 Group Reports

Antineoplastic agents 4,714

Antibacterials For Systemic Use 1,674

Antithrombotic Agents 1,460

Analgesics 650

Drugs Used In Diabetes 607
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Top 5 medical device categories reported in 

MDI reports

Medical device category1 Reports

Non-specialized/general hospital 2,852

Cardiovascular 340

General surgery and plastic surgery 331

Gastroenterology and urology 261

Anesthesiology 179

Statistical Summary: Hospital Dashboard
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2 The Anatomical Therapeutic Chemical system (ATC) is a drug classification 
system. It divides drugs into different groups based on their properties and the 
organ or system they act upon. More information at www.whocc.no website.

1 Categories based on main use or purpose of a medical device according to 
the International Medical Device Regulators Forum. More information at 
www.imdrf.org

https://www.whocc.no/atc_ddd_index/
http://www.imdrf.org


Upcoming Products
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Hospital Summary of Mandatory Reporting

Mandatory Reporting by Hospitals Dashboard 

2021 ADR Annual Report
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1. Hospital Summary of Mandatory Reporting

• Individualized 4-page document

– Only sent to hospitals who have reported at least 1 
serious ADR or MDI report

• Combined, serious ADR, and MDI statistics:

– For your hospital

– For similarly sized hospitals

– For hospitals in your province/territory

• Release date: To be determined

– Report frequency not yet determined

Statistical Summary: Upcoming Products
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2. Mandatory Reporting by Hospitals 
Dashboard 
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• Publicly accessible webpage

– Updated monthly.

• Aggregated statistics on mandatory reporting by 
hospitals.

– Same statistics as those found in the Hospital 
Quarterly Updates.

– Provincial and product level statistics.

– Data can be downloaded.

• Release Date: Spring/summer 2022

Statistical Summary: Upcoming Products
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3. 2021 Adverse Drug Reaction Annual Report
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• Publicly accessible article published in the Health 
Product InfoWatch

– Updated annually

• High-level text-based summary of all CV reports 
submitted in 2021

• MDI report is currently on hold

• Release date: To be determined

Statistical Summary: Upcoming Products
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https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-product-infowatch.html


Reminder to submit your questions!
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Please visit Slido.com and enter code #074631 to submit your questions.

Click the beside questions you would like us to prioritize.

We will answer questions at the end of the presentation.
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Feature
Signal Detection for ADRs



Idiosyncratic 
effects

Medication 
incidents

Drug-drug 
interactions

Drug-
disease inte

ractions

Factors related to 
specific patient 

populations

Individual 
patient 
factors

What is Signal Detection?
• Health products undergo a thorough safety, 

efficacy and quality review by Health Canada.

• However, due to the nature of clinical trials, there 
are potential serious adverse reactions (ARs) that 
may not be identified until only after approval.

• A pharmacovigilance program collects AR data 
which will be evaluated and analyzed to search 
for potential safety concerns (i.e. for signal 
detection)

– A signal is a hypothesis of a health product risk 
with data and arguments that support it

– An example of a safety signal could be a new AR or 
a change in the frequency and/or severity of a 
known AR associated with a certain product

– A potential signal requires further investigation

Previously 
unrecognized 

pharmacological 
effects of the 

product

Drug-natural 
health 

product 
interactions

Other 
factors

An Adverse 
Reaction 

can be due 
to
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Feature: Signal Detection for ADRs
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Feature: Overview of Safety Surveillance Activities
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Take ActionSurveillance
Signal Detection & 

Prioritization
Signal 

Assessment

Regulatory Advertising Oversight - Policy Development

Risk Mitigation 
Strategies

• Information is collected from:

– Domestic and international 
media and literature scans

– Foreign regulatory agencies

– Canada Vigilance Program 
(CVP) database

– Industry safety reports

• New risks are discovered with
the increased use of products in 
the real world

• A risk management approach 
may include interventions such 
as:

– Product recalls

– Labelling changes

– Risk communications for 
health care professionals 
and the public

• Many information sources combine to create a 
potential signal

• Evaluation includes a scientific/medical review of 
multiple data sources

• Request for additional safety information from 
market authorization holders (MAHs)/manufacturers
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Feature: Surveillance Activities
• The CVP is Health Canada's post-market surveillance (pharmacovigilance) program 

that collects AR reports submitted by hospitals, health professionals, consumers and 
manufacturers.

– The CVP lies within the Marketed Health Products Directorate (MHPD) of Health Canada.

• Timely, routine, targeted, as well as ad-hoc surveillance is conducted by a designated 
team; safety concerns and potential signals are then referred to the evaluation 
bureaus.

• Upon signal confirmation, the evaluation bureaus undertake further review of the 
data in order to inform potential actions for risk mitigation, as necessary.
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Surveillance Signal Detection & Prioritization Signal Assessment

acknowledgement of receipt

Safety Surveillance Activities

Feature: Surveillance Activities

Risk Mitigation Strategies

• MHPD conducts routine, scheduled 
targeted surveillance for:

– Pre-specified reactions,

– Outcomes, or,

– Populations of special interest or 
concern.

Monitoring Strategy​ Description/Scope​

All fatal or life-threatening reports​ AR reports with seriousness criteria of fatal 
or life-threatening.​

Designated medical events​ Rare, serious ARs associated with a high 
drug-attributable risk.​ e.g. Hepatic 
disorders, Anaphylactic reaction

Interactions​ Reports coded with a reaction term 
indicating an interaction.​ e.g. Drug-food, 
drug-natural health product (NHP)

Pediatric Specific reactions for patients 18 years of 
age or less.​ e.g. Congenital, Fetal, Neonatal 
events, Myocardial disorders
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acknowledgement of receipt

Feature: Assessment of Safety Information

Take Action

• MHPD additionally conducts 
product-specific and ad-hoc 
monitoring.

Monitoring Strategy​ Description/Scope​

Health Product-
Targeted Medical Event​ 
(HP-TME)

Monitor a specific health product(s) and set of 
reactions on a pre-determined schedule.
• HP-TMEs often represent identified potential risks 

that require more information for validation that a 
safety issue exists. This strategy would not monitor 
all reactions for a specific product.

New Active Substance* 
(NAS) Review​

*NAS: health product that includes 
an active substance that has never 
before been approved for marketing in 
any form in Canada.

Preparation of summaries for specific health product(s) 
and set of reactions for products identified as a NAS.
• When a NAS product enters the market, there is 

relatively limited information about their safety 
from clinical. Spontaneous reporting programs 
usually receive the most adverse reaction reports 
for a product in the first few years after marketing.

Surveillance Signal Detection & Prioritization Signal Assessment

Safety Surveillance Activities

Risk Mitigation Strategies
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acknowledgement of receipt

Safety Surveillance Activities

Feature: Surveillance Activities

• An AR or the flagging of a potential signal does not imply a 
direct causal relationship.

• When a potential safety concern is identified, more in-depth 
information is gathered through documented sequential 
review steps to validate the potential signal.

• The preliminary review includes a verification of the suspect 
product’s labelling and information provided in the AR 
report.

• Comprehensive additional information may be reviewed.

One of MHPD's key objective is the early detection of 
new safety concerns or potential signals through the 

review and assessment of AR.

Information Gathering
Details of the AR(s)

Patient’s medical history

Concomitant drug(s)

Other potential confounders

Surveillance Signal Detection & Prioritization Signal Assessment Risk Mitigation Strategies
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Pharmacovigilance Activities within the MHPD Review Bureaus

Feature: Signal Detection & Prioritization

Signal Detection & Prioritization Signal Assessment Risk Mitigation StrategiesSurveillance

Signal Detection Activities:
• Canada Vigilance cases (e.g. referral 

from targeted, and/or ad-
hoc surveillance)

• Safety literature
• Foreign agency actions (e.g. FDA)
• Info submitted by manufacturers
• Other Emerging safety issues

Do we need to investigate it further?
• Previously unknown or incompletely 

documented adverse event?
• Possible causal relationship?
• Whether there is corroboration from other 

sources?
• Potential impact on clinical practice
• Public health related issue?
• Canadian context and experience?
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Pharmacovigilance Activities within the MHPD Review Bureaus

Feature: Signal Assessment

Signal Detection & Prioritization Signal Assessment Risk Mitigation StrategiesSurveillance

Signal Assessment Components
• Previous regulatory assessments and/or 

actions in Canada and internationally
• Analysis of Adverse Events in Canada and 

internationally
• Causality Assessment – case causality 

performed by a Medical Team
• Product Utilisation in Canada
• Scientific Literature

Signal Assessment Considerations
• Shift in the benefit/risk ratio based on the 

new information
• Strength and limitations of available data
• Need for a precautionary approach 

(e.g. vulnerable population)
• Availability of other therapeutic options
• Actions by other regulatory agencies
• Feasability of risk mitigation actions
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Pharmacovigilance Activities within the MHPD Review Bureaus

Feature: Risk Mitigation Strategies

Signal Detection & Prioritization Signal Assessment Risk Mitigation StrategiesSurveillance

Possible Actions stemming from a Signal Assessment
• Standard monitoring
• Request to continue monitoring issue through Canada Vigilance Program
• Request a Periodic Safety Update Report from the MAH
• Stakeholder engagement
• Request additional studies
• Recommend changes to the product labelling
• Issuance of a risk communication
• Drug Identification Number (DIN) cancellation/product withdrawal from market
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Safety Surveillance Activities

• 2013: Canadian case of 
rhabdomyolysis associated 
with donepezil, reported 
by a health care professional

• Detected through referral 
from targeted surveillance 
strategy

– Rhabdomyolysis was 
not labelled in the 
Canadian 
Product Monograph for 
ARICEPT ®

• Risk communicated to the 
public

• Product Monograph was 
updated

• Signal prioritized for assessment

• Examined Canadian and international case reports and 
other data

• Conclusion: rhabdomyolysis may occur with donepezil 
use

Feature: Case Study

Take ActionSurveillance
Signal Detection & 

Prioritization
Signal 

Assessment
Risk Mitigation 

Strategies
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acknowledgement of receipt

Feature: Signal Detection for ADRs

Summary
• Our Directorate takes an early and proactive role in surveillance and signal detection activities.

• Our Directorate's activities contribute to actions taken by Health Canada either directly or indirectly, e.g.:

– Labelling update;

– Risk communication, e.g. article in Health Product InfoWatch;

– Other regulatory action, e.g. removal of product from market

• Our activities contribute to risk management activities and regulatory action. These regulatory actions 
help to:

– protect the health of Canadians by minimizing and managing the risks associated with health 
products

– facilitate both patients and health care providers in making informed decisions

Take ActionSurveillance Signal Detection & Prioritization Signal Assessment

Safety Surveillance Activities

Risk Mitigation Strategies

In
tro

d
u

ctio
n

Statistics
Fe

atu
re

Take-h
o

m
e M

essages
Q

&
A



Take-home Messages
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Take-home Messages

• The Mandatory reporting of serious ADRs and MDIs by hospitals – Guidance 
Document is going to be updated.

• Automatic notification letters were sent to manufacturers upon receiving MDI 
reports from hospitals.

• New regulations impacting mandatory reporting are coming out in the future.

• Mandatory reporting by hospitals directly contribute to signal detection, 
supporting post-market safety surveillance.
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December 2022 July 2022

Looking ahead

https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html


Frequently Asked Question

Hospitals do not have to submit a report to Health Canada for vaccine-related 
adverse events if they have already submitted an Adverse Events Following 
Immunization (AEFI) report to their local public health unit.

• Refer to Section 4.3.2 in the Mandatory reporting of serious ADRs and MDIs 
by hospitals – Guidance Document for more information.
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If we are already reporting adverse reactions to vaccines to 
Public Health, are we still required to submit these to Health Canada?

https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html


LIVE Q&A Session 
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Please visit Slido.com and enter code #074631 to submit your questions. 

We will do our best to provide you an answer.



Presentation Feedback Survey

Health Canada is interested in hearing your comments about the presentation.

Please visit slido.com and enter code: #074631

Please send questions to canadavigilance@hc-sc.gc.ca
Your ongoing collaboration is much appreciated!
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