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Vanessa’s Law 
Key messages for senior leadership 
 
 
Title: 
Federal regulations requiring hospitals to report serious adverse drug reactions and medical device 
incidents to Health Canada are effective December 16, 2019 
 
Summary: 

On December 16, 2019, new regulations will come into force that improve Health Canada’s ability to 
collect information about therapeutic products and act quickly in the interest of public safety. 
 
The Protecting Canadians from Unsafe Drugs Act (also known as Vanessa’s Law) makes several 
amendments to the Food and Drugs Act, including a new requirement for hospitals to provide Health 
Canada with information on serious adverse drug reactions (ADRs) and medical device incidents (MDIs) 
within 30 days of the reaction or incident first being documented within the hospital. 
 

Serious ADRs and MDIs account for many hospital admissions and emergency room visits in Canada, yet 
they are significantly underreported, which is a long-standing problem, both in Canada and 
internationally. The regulations will improve the quality and increase the quantity of reports provided to 
Health Canada to ensure that there is sufficient data to detect safety problems. Improved reporting will 
help Health Canada take action more quickly against therapeutic products that may pose a risk to the 
health and safety of Canadians.  
 
The regulations align with the Accreditation Canada standard to monitor and report adverse drug 
reactions (Medication Management standard 26.0).  
 
Under the new regulations, hospitals are expected to develop and maintain internal policies and 
procedures to ensure that reportable events are identified and submitted to Health Canada in a timely 
fashion. Targeting hospitals is intended to capture serious ADRs and MDIs that occur in other types of 
facilities through patient transfers and emergency department visits. 
 

Since 2014, the BC Patient Safety & Learning System (BCPSLS) has had a process in place to receive, 
review, and submit ADR reports to Health Canada. This process is currently being revised to ensure it 
includes MDIs and complies with the new mandatory reporting regulations.  
 
For the purposes of compliance monitoring, Health Canada will implement an oversight mechanism to 
verify that reports are being received and that they are complete and provide information of sufficient 
quality to meet the regulatory requirements. BCPSLS can also provide summary reports to health 
authorities to raise awareness of ADRs and MDIs submitted to Health Canada and to monitor 
compliance with the regulations.  
 
The primary objective of Health Canada’s compliance and enforcement approach is to manage the risks 
to Canadians using the most appropriate level of intervention, proportional to the risk posed to the 
general public. When a situation of non-compliance is identified, Health Canada will work with hospitals 
to help them meet the mandatory reporting requirements under Vanessa’s Law, building on guidance, 
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outreach and education efforts, and address any issues that may lead to situations of future non-
compliance.  
In order to support health care providers in the identification of reactions and incidents, and in 
understanding the importance of documenting complete information, BCPSLS, Health Canada, and the 
Ministry of Health have collaborated to implement an educational campaign, including targeted 
communications and an online learning module for health care providers.  
 
For more information: 

• Mandatory Reporting of Serious Adverse Drug Reactions and Medical Device Incidents by 
Hospitals: Guidance Document: https://www.canada.ca/en/health-canada/services/drugs-
health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-
reporting/drugs-devices.html 

• Protecting Canadians from Unsafe Drugs Act (Vanessa’s Law): 
https://laws.justice.gc.ca/eng/AnnualStatutes/2014_24/page-1.html 

• www.bcpslscentral.ca/vanessas-law  
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