
Health Canada Webinar Presentation:
Mandatory Reporting for Hospitals – November 8, 2019, 

10:30-12:00 PM EST

Welcome to Health Canada’s webinar on the topic of mandatory reporting of serious 
adverse drug reactions and medical device incidents by hospitals. The presentation will 

begin shortly.

This session will be recorded.



• We will mute your phone lines for the entirety of the presentation. 
• If you have questions, please send them through the WebEx Chat function.

• Questions submitted will be read and answered aloud by a facilitator from 
Health Canada following the presentation. 

Mandatory Reporting Update Webinar

1. Hover your mouse over the Webex presentation.

2. Click on the chat icon at the bottom of the screen.

3. Select ‘Host’ from the “To:” drop down list.

4. Type your question.

5. Hit Enter on your keyboard to send.



Health Canada
Mandatory Reporting for Hospitals
Regulatory Update

Marketed Health Products Directorate
Health Products and Food Branch

Health Canada



Objectives
Provide information on:
• The regulations for mandatory reporting

• The guidance document

• The reporting forms

• The reporting methods and systems update
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Mandatory Reporting – Final Regulations

WHY: Provide more and better data for Health Canada’s monitoring of 
therapeutic products throughout their life cycle

• Pre-market knowledge may be limited (e.g. clinical trials)

• Reports are often the first sign of emerging safety problems

• Reporting was previously only mandatory for industry

• Voluntary underreporting is an international issue (estimated 1 – 10%)

• Hospitals are uniquely positioned to identify serious adverse drug reactions 
(ADRs) and medical device incidents (MDIs)
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Mandatory Reporting – Timeline
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Vanessa’s Law received 
Royal Assent on 
November 6, 2014.

Royal Assent
Consultation paper to inform 
the design of the regulations 
was published online between 
June 28 to August 11. “What 
We Heard” report was 
published in December 2017.

Discussion Paper

Proposed mandatory reporting 
regulations published in 
Canada Gazette, Part I on 
June 16, 2018.

Regulatory 
Proposal in CGI Mandatory reporting 

regulations come into force on 
December 16, 2019.

Coming Into Force

Issue Identification Paper to 
solicit early views on 
mandatory reporting was 
published in May 2016.

Issue Identification 
Paper 

System consultation to 
identify IT requirements 
and processes to 
facilitate seamless 
reporting was conducted  
in March 2018.

System 
Consultation

Final mandatory reporting 
regulations published in 
Canada Gazette, Part II
on June 26, 2019.

Final Regulations 
in CGII

2014 2017 Jun 2018 Dec 2019

2016 Mar 2018 Jun 2019



Mandatory Reporting: Details
WHO: All hospitals, as regulated by P/T legislation

– The regulations define a hospital as a facility that:
• is licensed, approved or designated as a hospital by a province or territory, in accordance with the laws of 

the province or territory, to provide care or treatment to persons suffering from any form of disease or illness; 
or

• is operated by the Government of Canada and provides health services to in-patients.

WHAT: Serious ADRs and MDIs 
– Serious ADR: a noxious and unintended response to a drug that occurs at any dose and that:

• requires in-patient hospitalization;
• prolongs existing hospitalization;
• causes congenital malformation;
• results in persistent or significant disability or incapacity; or
• is life-threatening or results in death

– Medical device incident (MDI) means an incident related to a failure of a medical device or a 
deterioration in its effectiveness, or any inadequacy in its labelling or in its directions for use that 
has led to the death or a serious deterioration in the state of health of a patient, user, or other 
person, or could do so were it to recur.
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Mandatory Reporting: Details
• WHEN: Hospitals are required to report serious ADRs and MDIs to Health Canada, in 

writing, within 30 calendar days of first documentation of the reaction or incident within 
the hospital

• INCLUDED PRODUCTS: 
– Pharmaceuticals (which includes prescription and non-prescription pharmaceutical drugs),
– Biologic drugs (which includes biotechnology products, fractionated blood products, plasma proteins),
– Radiopharmaceutical drugs,
– Disinfectants and
– Medical devices.

• EXCLUDED PRODUCTS:
– Vaccines administered as part of a routine immunization program
– Natural health products
– Cannabis
– Blood and blood components
– Cells, tissues and organs
– Semen and ova
– Drugs for clinical trials, devices for investigational testing, and drugs/devices accessed via Special Access 

Programme
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Serious ADR Report - Required Data Elements
Reporter:
• Contact information: The name of the hospital and the contact information of a representative of that hospital

Suspect product:
• Name: The drug’s brand name, proper name or common name
• Drug Number/Code: In the case of a drug imported under Part C, Division 10 of the Food and Drug 

Regulations (subsection C.10.001(2)), the identifying number or code of the drug, if any, assigned in the 
country in which the drug was authorized for sale

• DIN: The drug identification number (DIN) assigned for the drug, if applicable
• Concomitants: Any concomitant therapeutic products used by the patient

Patient information:
• Age/Sex: The patient’s age and sex
• Medical history: Any medical condition of the patient that directly relates to the serious adverse drug reaction

SADR information:
• Serious ADR description: A description of the adverse drug reaction
• Documentation date: The date on which the serious adverse drug reaction was first documented
• Start/End therapy date: The date on which the patient first used the drug and, if applicable, the date on which 

the patient stopped using the drug
• Start/End Serious ADR date: The date on which the serious adverse drug reaction first occurred and, if 

applicable, the date on which the patient’s health was restored to its state prior to the reaction
• Outcome: The effect of the serious adverse drug reaction on the patient’s health 
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Note: minimal essential information required to submit a report. The hospital is exempt from reporting if it does not have in 
its control all of the information for any of the 4 essential data elements. 



MDI Report - Required Data Elements
Submitter:
• Contact information: The name of the hospital and the contact information of a 

representative of that hospital

Suspect Product:
• Name or Identifier: The name or identifier of the medical device, so that it is uniquely 

identifiable. 
• Manufacturer Name: The name of the manufacturer of the medical device
• Lot/Serial Number: The lot number of the device or its serial number

MDI information:
• MDI description: A description of the medical device incident
• Documentation date: The date on which the medical device incident was first 

documented
• Contributing factors: Any contributing factors to the medical device incident including any 

medical condition of the patient that directly relates to the medical device incident
• Outcome: The effect of the medical device incident on the patient’s health 
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Note: minimal essential information required to submit a report. The hospital is exempt from reporting if it does not have in 
its control all of the information for any of the 2 essential data elements. 



Dates to Note: 
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June 2019
• Health Canada (HC) published

• New Amended Food and Drug Regulations / Medical Devices Regulations
• Updated Guidance Document
• New Reporting Forms for SADRs and MDIs

July 2019
• HC in partnership with CPSI, ISMP, HSO will publish

• 4 Education Modules for MR -
https://www.patientsafetyinstitute.ca/en/toolsResources/Vanessas-Law/Pages/default.aspx

Fall 2019
• HC will: 

• Update HC webpage
• Post case studies, video, infographics
• Send out posters and postcards to promote MR in your hospitals
• Provide more webinars on MR

December 16th, 2019
• Coming into Force Date:

• Hospitals are required to submit in writing, all SADR/MDI to Health Canada

http://gazette.gc.ca/rp-pr/p2/2019/2019-06-26/html/sor-dors190-eng.html
http://gazette.gc.ca/rp-pr/p2/2019/2019-06-26/html/sor-dors191-eng.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html
https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-reporting-hospital-drug-eng.pdf
https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-reporting-hospital-device-eng.pdf
https://www.patientsafetyinstitute.ca/en/toolsResources/Vanessas-Law/Pages/default.aspx


Guidance Document for Hospitals

Who is this guidance for?

• This guidance is intended for regulated parties (hospitals) who 
are affected by the regulations as they pertain to the mandatory 
reporting of serious ADRs and MDIs for therapeutic products. 
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Overview

• As part of the implementation plan associated with mandatory reporting of serious ADRs 
and MDIs, Health Canada committed to providing guidance, outreach, and education to 
all hospitals and health care professionals working within hospitals responsible for 
reporting. 

• As such, this guidance document, written in plain language, was 
developed to provide hospitals with information that may be useful in 
achieving compliance with the federal regulatory requirement for 
hospitals to report serious ADRs and MDIs to Health Canada, 
mainly by outlining the type of information that should be submitted 
and the different methods available for submitting reports. 



Guidance Document for Hospitals
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June      
2018
• Draft Guidance 

Document for 
mandatory 
reporting by 
hospitals 
published

Summer 
2018
• 75-day 

consultation 
period

Fall/Winter 
2018
• Analyzed 

stakeholder 
comments and 
revised Draft 
Guidance 
Document

June      
2019
• Updated 

Guidance 
Document 
published

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



Guidance Document for Hospitals
Table of Contents

1. Introduction
2. The regulations and their purpose
3. Roles and responsibilities
4. Applicability of the regulations according to product type
5. Serious ADRs or MDIs to be reported by hospitals 
6. Information requirements for serious ADR and MDI reports
7. When and how to submit serious ADR and MDI reports
8. Privacy
9. Additional reporting considerations
10.Compliance and enforcement

Appendices 
• Appendix 1: Acronyms, Definitions and Terminology
• Appendix 2: Third-party Reporting Authorization Form
• Appendix 3: Reporting requirements for therapeutic products not subject to the new regulations for hospitals 
• Appendix 4: Quick Reference 
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Guidance Document for Hospitals
1. Introduction: Objective, scope and application

2. The regulations and their purpose
– Purpose
– Serious ADR and MDI definitions

3. Roles and responsibilities
– Role of hospitals/HCPs
– Other types of facilities (e.g. private clinics, nursing homes, outpatient clinics)
– Hospital’s requirement to report in other situations (examples)

4. Applicability of the regulations according to product type
– Applicable therapeutic products/ medical devices
– Non-applicable therapeutic products/ medical devices
– Determination of applicability for combination products

5. Serious ADRs or MDIs to be reported by hospitals 
– SADR/MDI reportability considerations 
– SADR/MDI examples
– Outcomes associated with MDIs
– Causality assessment/hospital investigations
– Documentation examples
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Guidance Document for Hospitals
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6.   Information requirements for serious ADR and MDI reports
– ADR/MDI data elements: essential minimal information and information required if known

7. When and how to submit serious ADR and MDI reports 
– Reporting timeline
– Health Canada follow-up requests
– How to send reports (submission methods and formats)
– Links to ADR/MDI reporting forms
– Use of third-party reporters
– Feedback

8. Privacy: Privacy considerations when submitting reports

9. Additional reporting considerations
– Submission of reports to manufacturers
– Submission of reports to CMDSNet

10. Compliance and enforcement: Health Canada compliance and enforcement actions for hospitals

Appendices: 
• Appendix 1: Acronyms, Definitions and Terminology
• Appendix 2: Third-party Reporting Authorization Form
• Appendix 3: Reporting requirements for therapeutic products not subject to the new regulations for hospitals 
• Appendix 4: Quick Reference Guide - Regulations, What, Why, Who, Products within/outside of scope, When, How, Contact 
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Serious ADR Reporting Form for Hospitals
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MDI Reporting Form for Health Care Professionals
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Required Fields and Privacy Notice
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Serious ADRs – General Information
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Contact HC to obtain this number

Partial date accepted



Serious ADRs – Patient and reaction(s) Information
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Do not provide patient’s full name

- Avoid using acronyms
- Do not include any information which may identify the patient or staff involved

Partial dates are acceptable



Serious ADRs – Suspect Product(s)
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Top 5 
common 
routes



Serious ADRs
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- List all known health products taken when reaction occurred
- Information related to therapy of these products
- Do not include health products used to treat reaction

- Narrative summary
- Additional information 

o Underlying diagnosis pertinent to reaction
o Information that did not fit structured fields
o For death cases: details on official cause of death and autopsy results

For more details, refer to Instructions and/or Guidance Document
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MDI – Report and Submitter Information

Contact HC to obtain 
this number

YYYY-MM-DD

Partial date accepted
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MDI – Affected Person
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MDI – Primary Device Information 
(secondary device, if applicable)
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MDI – Incident Information



MDI – Actions Taken and Additional Details
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For more details, refer to Instructions and/or Guidance Document



The Reporting Methods and System Update
• In order to meet the new regulatory requirements, Health Canada has 

ensured there are various submission methods available to hospitals 
for serious ADR and MDI reporting
o Fax
o Mail 
o Online reporting applications
o Secure electronic submission methods 

• Methods of submission must be secure in order to protect the 
information being exchanged
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The Reporting Methods and System Update

• Health Canada acknowledges that systems and/or internal processes 
for documenting serious ADRs and MDIs vary by hospital and province

• Health Canada remains flexible and encourages hospitals to select the 
most efficient option for their circumstances

• Health Canada encourages hospitals to seek opportunities to leverage 
existing databases (e.g. incident databases, electronic health records) 
to create efficiencies and facilitate reporting
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How can hospitals submit reports to Health Canada?

• Fax or Mail
– Download, complete, and print the PDF form

• Online
– Complete and submit a report using the online reporting applications available at: 

canada.ca/medeffect. Serious ADR and MDI hospital forms available early Fall 2019
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How can hospitals submit reports to Health Canada?

• Electronic reporting
– Secure File Transfer Protocol (sFTP): enrollment and submission process 
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Hospital Files Health Canada

Drag and Drop



How can hospitals submit reports to Health Canada?

• sFTP and File Formats:
– Supports: PDF, MS Word, MS Excel, XML, or HTML
– Ability to bulk submit reports, reduces file size restrictions, and compatible with 

zipped files 
– Best practices recommendations and templates will be made available to 

hospitals
• Examples: 

– Excel: consistent column and row outputs, clear data field names
– XML: consistent and clear use of tags, structured information blocks

• Electronic reporting (cont’d.)
– Health Canada continues to explore other electronic submission methods such 

as system-to-system exchanges.
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Examples of serious ADR and MDI Reporting Systems

• Health Canada is currently working with hospitals, health authorities, and 
health organisations to support readiness and provide best practices 
recommendations to all hospitals

• Examples:
– British Columbia Patient Safety & Learning System (BC PSLS)

• Provincial online reporting system (Datix software) that includes serious ADR 
and MDI (future) reporting

– Alberta Health Services (AHS)
• Serious ADR reporting will be fully integrated into the electronic health record 

(EPIC system). Until integration is completed, will be using the online provincial 
reporting and learning system (Datix software).

• MDI reporting supported by centralized Medical Device Safety teams and 
reporting form linked between electronic health record (EPIC system) and the 
AHS intranet.
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Reporting Methods and Formats –
more information to follow

• Health Canada will continue to collaborate with hospitals, health 
authorities, and health organisations to explore new ways to facilitate 
reporting of serious ADRs and MDIs

• Health Canada will continue to communicate best practices 
recommendations to hospitals

• If you are interested in submitting reports electronically, please email the 
Canada Vigilance Program: hc.canada.vigilance.sc@canada.ca
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Questions/ Comments?

Please send any inquiries to:   

hc.canada.vigilance.sc@canada.ca

HC.canada.vigilance.sc@canada.ca
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mailto:HC.canada.vigilance.sc@canada.ca


• If you have questions, please send them through the WebEx Chat function. 

• Questions submitted will be answered aloud as time permits.

• Health Canada has muted phone lines

Questions

1. Click on the Chat Box in the upper right hand corner.

2. Select “Host” from the Send To: drop down list. 

3. Type your question. 

4. Press send. 
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