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Today’s Moderator

Patient safety incidents are 
the third leading cause of 
death in Canada, behind 
cancer and heart disease.



Today’s Moderator

Today in Canada every 17 
minutes someone dies in a 
hospital from an adverse 
event.



Today’s Moderator

Let’s #ConquerSilence in 
healthcare together. 
It’s time to speak up.

• Your inner voice can save lives.

• This campaign should move you to 
speak.

• Death is no match for your voice.



Learning Outcomes

Participation in this presentation will enable you to:

1. Understand mandatory reporting of serious ADRs and MDIs in the context of patient 
safety

2. Describe the regulatory requirements for mandatory reporting of serious ADRs and 
MDIs by hospitals 

3. Identify strategies and systems to support mandatory reporting of serious ADRs and 
MDIs
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Health Canada
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Purpose of Vanessa’s Law



Protecting Canadians from Unsafe Drugs Act (Vanessa's Law)

The Protecting Canadians from 
Unsafe Drugs Act (Vanessa's Law) 

introduces amendments to the Food and 
Drugs Act to improve Health Canada's 

ability to:

Source: https://www.canada.ca/en/health-canada/services/drugs-health-products/legislation-
guidelines/protecting-canadians-unsafe-drugs-act-vanessa-law-amendments-food-drugs-act.html



Who was Vanessa?

Vanessa’s Law was enacted in 
2014 and the mandatory 
reporting requirements come 
into effect December 16th, 2019.



Patients for Patient Safety Canada: Importance of Public Awareness

• Patients for Patient Safety
Canada members are
world leaders in patient
safety improvement initiatives

• An active member of PFPSC, Maryann 
Murray, lost her daughter, Martha Murray, to 
an adverse drug reaction when Martha was 
22 years old



We All Have a Role in Safety



Maryanne D’Arpino
Senior Director,
Canadian Patient Safety Institute 
(CPSI)



Why Is Mandatory Reporting of Serious ADRs and MDIs Important?

Health Canada is continuously looking for ways to 
strengthen its knowledge base on product safety in the 
interest of improving patient outcomes and public health.

~6%
of ADRs are reported

1 Hazell L, Shakir SAW. Under-reporting of adverse drug reactions: a systematic review. 
Drug Saf. 2006;29(5):385-396.



IDENTIFICATION
of emerging safety 
issues related to 
drugs and medical 
devices 

ASSESSMENT 
of harm vs. benefit 
of drugs and 
medical devices 

SHARING
of learning, 
including warnings
and advisories for
health care 
providers, patients, 
and stakeholders

Serious ADR and MDI Reporting Contributes to:

IMPROVEMENT
of safety of 
products through 
risk mitigation such 
as a labelling 
change, a product 
information update, 
or a recall

What Are the Benefits of Serious ADR and MDI Reporting?
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Educational Support for Mandatory Reporting

The educational materials provide core content about serious adverse drug reaction 
(serious ADR) and medical device incident (MDI) reporting 

There are 4 PowerPoint modules:

Module 1 – Overview of Vanessa’s Law and Reporting Requirements

Module 2 – Reporting Processes to Health Canada

Module 3 – Strategies to Promote and Support Mandatory Reporting

Module 4 – Health Canada’s Review and Communication of Safety Findings

More information is available from: 
https://www.patientsafetyinstitute.ca/en/toolsResources/Vanessas-Law/Pages/default.aspx



Conceptual Model of 
Serious ADR and MDI 
Reporting by Hospitals

Source: Serious ADR and MDI Action Cycle. ISMP Canada, HSO, CPSI; 2019.



Regulations for 
Mandatory Reporting



Who Is Required to Report?

The regulations apply to all hospitals.

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.

Notes: 
• Outpatient clinics are subject to the regulations if they are legally part of the hospital, even if they are physically 

separate from the hospital. On the other hand, clinics that may be physically located within a hospital, but that are not 
legally part of the hospital, will not be subject to the regulations. 

• Health care institutions that are outside the scope of the definition of hospitals, such as private clinics or long-term 
care facilities (e.g., nursing homes), continue to be encouraged to report on a voluntary basis.

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



What are the Definitions of a Serious ADR and MDI?

A serious adverse drug reaction (serious ADR) is a noxious and unintended response to a drug 
that occurs at any dose and that

• requires in-patient hospitalization or prolongation of existing hospitalization,
• causes congenital malformation,
• results in persistent or significant disability or incapacity,
• is life-threatening, or
• results in death.

A medical device incident (MDI) is 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.

Note: Hospitals are not required to establish causality; the information to be submitted by the hospital to Health Canada 
only needs to represent the suspicions of a health care professional that a serious ADR or MDI has been observed.

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



What Products Are In Scope of these Regulations?

The mandatory reporting requirements for hospitals apply to therapeutic products, including:

• Pharmaceuticals (prescription and non-prescription drugs)
• Biologic drugs (biotechnology products, fractionated blood products, plasma proteins, 

and vaccines [excluding vaccines administered under a routine immunization program 
of a province or territory])

• Radiopharmaceutical drugs
• Disinfectants
• Medical devices
• Drugs for an urgent public health need

When in doubt, Health Canada encourages hospitals to report.

26
Source: https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-
canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html



Types of Medical Devices Included

The term medical device covers a wide range of health and/or medical 
instruments used in the treatment, mitigation, diagnosis or prevention 
of a disease or abnormal physical condition.

Medical devices are classified into Class I (lowest risk) to 
Class IV (highest risk). Examples are:

• Class I – hospital beds, wheelchairs, leg prostheses
• Class II – infusion sets, syringes, tracheostomy tubes, urethral catheters
• Class III – infusion pumps, anesthesia gas machines, intrauterine devices
• Class IV – pacemakers, defibrillators, breast implants, bone grafts

All classes of medical devices are included in mandatory 
reporting by hospitals.

Class I (Hospital bed)

Class IV (Defibrillator)

Source: https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-
information/guidance-documents/guidance-document-guidance-risk-based-classification-system-non-vitro-diagnostic.html



When Must Hospitals Report? 

The regulations require hospitals to report serious ADRs or MDIs in writing to Health 
Canada within 30 calendar days of first documentation of the serious ADR or MDI within 
the hospital.

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



Information “Within the Control of the Hospital”

The regulations require hospitals to report all documented serious ADRs and all 
documented MDIs, where the required information is within the control of the hospital.

• Information that is within the control of the hospital is information that would be 
reasonably accessible within the hospital.   

• While it is encouraged for hospitals to take all reasonable steps to retrieve the required 
information to complete as thorough a report as possible, there is no requirement to do 
further investigation in order to obtain the pieces of information. 

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



Examples of Documentation Within the Hospital 

Examples of serious ADR or MDI documentation within the hospital include:
• a serious ADR or MDI that is identified in a patient’s clinical/medical record;
• a serious ADR or MDI that is identified in a separate report form (electronic or hard copy) 

that has been completed by a health care professional; and
• a serious ADR or MDI that has been documented in an ADR form or a product complaint 

form (e.g., an MDI form) as per internal hospital policy, a pathology report, an 
incident/patient safety learning database, or a computerized prescription recording 
system.

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



Serious ADR and MDI Reports to Health Canada

• Health Canada remains flexible and is able to receive reports in various formats via 
multiple secure submission methods, recognizing that hospital systems vary. 

– If interested in submitting reports electronically to Health Canada, please email the Canada 
Vigilance Program at hc.canada.vigilance.sc@canada.ca.

– Health Canada supports report submissions using a secure File Transfer Protocol (sFTP) and 
continues to explore system-to-system options.

• The reporting forms for serious ADRs and MDIs, together with instructions, are available 
on the Health Canada website:

– Serious ADR reporting form: https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-
health-products/medeffect-canada/adverse-reaction-reporting/mandatory-reporting-hospital-drug-eng.pdf

– MDI reporting form: https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-
products/medeffect-canada/adverse-reaction-reporting/mandatory-reporting-hospital-device-eng.pdf



New Form for Mandatory Reporting of Serious ADRs  

https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/medeffect-
canada/adverse-reaction-reporting/mandatory-reporting-hospital-drug-eng.pdf



New Form for Mandatory Reporting of MDIs

The reporting form for 
medical device problems 
was created for multiple 
reporting uses: 
• Mandatory reporting for 

o hospitals, 
o Special Access 

Program (SAP), 
o Investigational 

Testing Authorization 
(ITA)

• Voluntary reporting to 
Canadian Medical 
Devices Sentinel 
Network (CMDSNet) by
participating institutions 

https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/medeffect-
canada/adverse-reaction-reporting/mandatory-reporting-hospital-device-eng.pdf
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Strategies to Support 
Mandatory Reporting

Note: Health Canada does not endorse any particular strategy
The following examples, in alphabetical order, are provided for information sharing only.



Self-Assessment Questions for Hospitals 

The following self-assessment questions may be helpful to identify opportunities to prepare for 
the implementation of mandatory reporting within your hospital:

• In what way is serious ADR and MDI documentation and reporting promoted?  
• Are our hospital policies and procedures aligned with the mandatory reporting requirements? 
• Can our hospital systems be leveraged to facilitate documentation and reporting? \
• How can awareness and knowledge of serious ADR and MDI documentation and reporting be 

improved?
• Has our hospital leadership created an environment that supports serious ADR and MDI 

documentation and reporting?
• Are patients and families empowered to ask questions and be engaged in monitoring their treatments?
• Is serious ADR and MDI documentation and reporting included in orientation or education programs?
• Is the learning or feedback derived from serious ADR and MDI reports shared with health care 

providers? 



Strategic and Operational Considerations for Teams

• Create a multidisciplinary team (e.g., ‘Safety Team’) to support serious ADR and MDI 
documentation and reporting, and assist with: 

o identifying serious ADRs and MDIs through proactive monitoring;
o completing and submitting serious ADR and MDI reports;
o disseminating learning from serious ADR and MDI reporting;
o providing coaching and education;
o enabling continuous quality improvement for serious ADR and MDI reporting processes; and 
o providing regular updates to senior leadership.

• Identify individual ‘Champions’ to help lead serious ADR and MDI reporting efforts 
and/or provide support for identifying and submitting serious ADR or MDI reports to 
Health Canada.

• Identify networking opportunities to support collaboration and shared commitment to 
serious ADR and MDI documentation and reporting.



EXAMPLE: Alberta Health Services

• A centralized provincial approach has been developed for serious ADR reporting and 
for improved MDI reporting.
◦ Provincial Task Force is in place to coordinate the initiative
◦ Includes centralized process to receive, review and further report

• Alberta is implementing a province-wide clinical information system
◦ All sites will use a single electronic health record 
◦ There is a phased roll out across the province over five years
◦ Serious ADR reporting will be integrated into the electronic health record 
◦ MDI reporting will be linked from the electronic health record, as well as from the Alberta 

Health Services intranet

Source: Alberta Health Services; 2019.



EXAMPLE: British Columbia

• The BC Patient Safety & Learning System (BCPSLS) has partnered with the BC 
Ministry of Health, health authorities, and Health Canada to create a provincial strategy 
for implementing the mandatory reporting requirements.  

• The provincial strategy includes:
◦ the use of an established, province-wide incident reporting system (BCPSLS) to report ADRs 

and MDIs;

◦ a steering committee and working groups to guide and implement the approach; and

◦ a communication and education campaign to promote reporting.

• Members of the steering committee and working groups include representatives from 
BCPSLS, BC Ministry of Health, Health Canada, pharmacy, biomedical engineering, 
supply chain, and quality, safety and risk.

Source: British Columbia Patient Safety and Learning System Central Office; 2019.



EXAMPLE: Newfoundland and Labrador

• In Newfoundland and Labrador, the Department of Health and 
Community Services has partnered with the four regional health 
authorities in a steering committee to create a provincial strategy for 
implementing the mandatory reporting requirements.  

• The Provincial Steering Committee’s mandate includes:
◦ establishing the most effective and efficient method for mandatory 

reporting,
◦ promoting interdisciplinary collaboration in mandatory reporting, and
◦ implementing an educational approach.

• Team members of the steering committee include representatives from 
quality, patient safety and risk management, pharmacy services, nursing, 
physicians, biomedical services, and information technology.

Source: Department of Health and Community Services, Newfoundland and Labrador; 2019.



EXAMPLE: Quebec (CHU Sainte-Justine)

• Goal: Collaboration between the pharmacist and medical archivist to lead 
implementation of mandatory serious ADR reporting.

• A pharmacovigilance coordinator (pharmacist)
◦ manages the reporting of serious ADRs to Health Canada, and 
◦ reviews and disseminates risk communications from Health Canada.

• A medical archivist (i.e., medical records staff) codes serious ADRs from notes in the 
patient’s medical record and sends the information to the Pharmacovigilance 
Coordinator.

Notes:
• A serious ADR may be missed if it is not well documented in the medical record. Providing training to health 

care providers about documenting ADRs is useful.
• A process to document a serious ADR identified by the medical archivist after discharge is also helpful.

Source: CHU Sainte-Justine, Quebec; 2019.



Strategic and Operational Considerations for Technology 

• Integrate the reporting process into workflow and technology systems to make 
reporting as effective and efficient as possible. 

◦ Explore opportunities to incorporate serious ADR and MDI reporting in electronic 
health record (or electronic medical record) systems 

o Explore opportunities to incorporate serious ADR and/or MDI reporting in electronic 
incident reporting systems 

o Explore opportunities to use the pharmacy information system to record serious 
ADRs and facilitate reporting to Health Canada



Strategic and Operational Considerations for Technology

• To facilitate serious ADR and MDI traceability to a specific product, technology systems 
and documentation practices may need to accommodate product-specific identifiers:
o Drug identification number (DIN) for drugs, disinfectants and biologics / biosimilars
o Device identifier, catalogue number or model name for medical devices
o Brand name for all health products
o Manufacturer’s name for all health products

• Explore the feasibility of support from a designated team (e.g., health record team, patient 
safety team, or risk management team) to track serious ADRs and MDIs from the 
hospital’s documentation/coding system(s).



EXAMPLE: Coding Support for Serious ADR and MDI Tracking

• Facilities across Canada capture administrative, clinical, and demographic information 
on all hospital stays for reporting to the Canadian Institute for Health Information’s (CIHI) 
Discharge Abstract Database (DAD). 

• Upon a patient’s discharge, the health record is reviewed and coded, according to 
national standards, using ICD-10-CA . 

◦ ICD-10-CA is the enhanced Canadian version of the 10th revision of the International 

Statistical Classification of Diseases and Related Health Problems. 

◦ ICD-10-CA contains codes for diseases, signs and symptoms, abnormal findings, 
complaints, social circumstances, and external causes of injury or diseases.

◦ ICD-10-CA coding can be leveraged to support serious ADR and MDI tracking.

Source: Canadian Institute for Health Information; 2019.



Source: Canadian Institute for Health Information; 2019.

EXAMPLE: Coding Support for Serious ADR and MDI Tracking

• Adverse effect categories in ICD-10-CA: 

• There are some gaps in what is captured to meet DAD reporting requirements and what is needed 
to comply with mandatory reporting requirements:
◦ CIHI’s DAD ICD-10-CA coding does not capture specific drug/device names, therefore this information would 

need to be obtained from the patient’s health record for mandatory reporting.

◦ CIHI’s DAD ICD-10-CA coding is based on physician*-documented adverse effects that cause harm. 

◦ CIHI’s DAD ICD-10-CA coding is based on actual events and would not identify potential for serious harm in 
the case of medical device incidents.

*Mandatory reporting regulations do not require physician confirmation of a serious ADR or MDI. 



Strategic and Operational Considerations for Education 

• Refer to Health Canada’s resources: 
o Modules – Educational support for mandatory reporting
o Posters to promote reporting

• Include education about serious ADR and MDI reporting in:
o orientation programs,
o student teaching programs and curricula, and
o continuing education programs.

• Empower patients and families to ask questions and be engaged in monitoring their treatments 

• Share tips for recognizing a serious ADR or MDI with health care providers
o Consider if symptoms experienced by the patient might be due to a serious ADR or MDI

• Develop a process to regularly share within the hospital (e.g., newsletters, intranet) Health 
Canada’s safety findings related to serious ADRs and MDIs



Tips for Recognizing a Serious ADR or MDI

• Serious harm from a drug or from a medical device can be mistaken for a symptom of a 
disease.

• A high level of suspicion, clinical awareness, and patient dialogue are key components in 
identifying a serious ADR or MDI. The following can help:
◦ Ask about the patient’s medical history

◦ Consider a serious ADR or MDI if there is: 

▪ an unexpected change in the patient’s clinical condition

▪ a new health problem for the patient 

▪ a need for urgent additional therapies, procedures or surgeries

▪ a sudden need for a rescue drug (e.g., naloxone, epinephrine, glucagon)  

▪ a medical order for an acute change to therapy (e.g., abrupt discontinuation)

• A serious ADR or MDI can occur shortly after beginning treatment or much later



Examples of Safety Information Sharing

Health Canada disseminates findings to health care providers and the public to alert and 
educate them about identified health risks related to health products.
Multiple sources of safety information are available to 
provide up-to-date information:
• Adverse Reaction Online Database (https://www.canada.ca/en/health-

canada/services/drugs-health-products/medeffect-canada/adverse-reaction-database.html) 

• Medical Device Incidents Database (https://hpr-rps.hres.ca/mdi_landing.php)

• Annual AR/MDP Trends Report (https://www.canada.ca/en/health-
canada/services/publications/drugs-health-products/annual-trends-adverse-reaction-case-
reports-health-products-medical-device-problem-incidents.html)

• Health Canada Safety Reviews (https://www.canada.ca/en/health-
canada/services/drugs-health-products/medeffect-canada/safety-reviews.html)

• Health Canada Recalls and Safety Alerts (http://www.healthycanadians.gc.ca/recall-
alert-rappel-avis/index-eng.php?cat=3)

• Health Product InfoWatch (https://www.canada.ca/en/health-canada/services/drugs-
health-products/medeffect-canada/health-product-infowatch.html)

• Drug and Health Product Register (DHPR) (https://hpr-rps.hres.ca/)



Alberta Health Services (AHS)

Nancy Louis
Manager, Medication Quality & Safety

Alberta Health Services 

Holly Myer  
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Alberta Health Services 



Vanessa’s Law
The Alberta Approach







Alberta Approach

• Centralized provincial approach
• In development for Serious Adverse Drug Reaction (SADR) 

reporting
• Existing process is under improvement for Medical Device 

Incident or Problem (MDIP) reporting
• AHS Vanessa’s Law Task Force

• Multidisciplinary committee responsible for coordinating the 
initiative

• Will include a centralized process to receive, review, collate, and 
submit reports



Alberta Approach

• Communication plan in development
• Goals: generate awareness, promote understanding of the 

importance of the legislation, convey the importance of 
reporting, engage audiences to make the necessary practice 
changes

• AHS specific educational resources (e.g. memos, posters, videos, 
learning module)

• Landing page on AHS intranet
• Central email account for questions and follow up



Alberta Approach

• Alberta is implementing a province wide electronic medical 
record

• All sites will use a single electronic health record after a 
staggered roll out across the province

• Timeline for Epic – first site goes live in November 2019
• SADR reporting will be integrated into Epic
• MDI reporting will be linked from within Epic, as well as 

from the AHS intranet



SADR reporting process in AHS

Sites that have 
implemented Epic

Sites that have not 
yet implemented

Epic
SADR reporting 

functionality will be fully 
integrated into the 

electronic health record

Existing online 
reporting system (AHS 
Reporting and Learning 
System – RLS) will be 

used 



SADR reporting process in Epic



SADR reporting process in Epic



SADR reporting process in RLS



SADR reporting process in RLS



MDIP reporting process - Legacy

Two Teams – Two Streams
3+ forms, 2 teams, 1 Medical Device Hotline 

(1-888)
“Equipment”  
Maintained devices

• Incidents (harm) typically                       
reported  through RLS 

• Problems typically reported by 
Clinical Engineering via        
Equipment Feedback form

“Product”
Consumable devices

• ~23% reported                        
through RLS

• Incidents and Problems typically 
reported through                    
Product Feedback form



Updated MDIP process

New, Single MDIP Reporting Form 
(& MDIP Hotline)

• InfoPath Form  (eventually stand-alone Datix form)
• Feed into MDS Teams’ Sharepoint site
• MDS Teams validate, facilitate, investigate, report

Epic Locations Non-Epic Locations
Link on every Epic user’s 
‘hyperspace’ to MDIP form 

Link on intranet to same 
MDIP form, feeds same SP 
site



New MDIP form – four views



Additional proposed supports to MDIP reporting 

Barcode scanning + UDIs
• Barcode scanning for implants, to start

• UDI eventually required all devices (USFDA &  HC 
we hope)

Supply MDIP “Wasted Reason”
• Device problem before or during use
• Cue/double-check that we have not missed MDIP



Thank you! 
Questions?



Thanks to our sponsors
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#ConquerSilence

#ConquerSilence Campaign is here to stay

Donate your voice:
www.conquersilence.ca

Register for upcoming 
webinars, listen to the 
podcast and download 
resources at:
www.patientsafetyweek.ca
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