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Introduction

• Under the Protecting Canadians from Unsafe Drugs Act (“Vanessa’s Law”) 

the reporting of serious adverse drug reactions (serious ADRs) and medical 

device incidents (MDIs) became mandatory for Canadian hospitals effective 

December 2019.

• Educational materials were developed to support the implementation of 

mandatory reporting.
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Objectives
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Assess the type of outreach, 
education and feedback 

needed to support serious 
ADR and MDI reporting

Develop and pilot test an 
educational approach and 

content

Undertake an early 
evaluation of the 

implementation of the 
educational approach



Methods
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• created to guide the educational approach, including aims and outcomes

Advisory Panel & Project Logic Model

• included a literature review and stakeholder interviews, and provided consensus on the key considerations 
for development of outreach, education and feedback to facilitate serious ADR and MDI reporting in Canada

Needs Assessment

• Included principles e.g., Design for easy integration into educational programs/platforms

Implementation Plan

• 4 PowerPoint modules created to explain, describe, or promote the reporting of serious ADRs and MDIs

Educational Modules

• pilot test of the educational approach and content was conducted in early 2019

• early evaluation of the implementation was conducted in mid-2019

Pilot Test & Early Evaluation



Pilot Test (early 2019)

• Educational Approach

○ Provide core content about serious ADR and MDI reporting that can be used by hospitals, 

health care leadership, health care providers, patients and families, and educators

○ The content can be used as entire modules or individual slides or selected content

• Feedback was received from 255 Pilot Test participants 

○ represented individual and organizational stakeholders from across Canada 

○ most respondents (83.1%) had reviewed all 4 modules 

• Feedback received was incorporated into the final educational modules
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Pilot Test – Key Results
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reported that they had a good or strong understanding of the mandatory 
reporting requirements after reviewing the educational modules 

indicated using some or all of the slides would be a helpful approach to 
communicate information about Vanessa’s Law and reporting requirements 

stated that they planned to use the slides to communicate about the 
mandatory reporting requirements

89%

94%

91%



Early Evaluation (mid-2019)

• Goals were to track processes and impacts related to: 

○ implementation of the education materials; 

○ module dissemination approaches used;

○ uptake of the education materials, and 

○ effectiveness of education materials.

• Evaluation data were collected via: 

○ web-based analytics of education module access; 

○ post-webinar questionnaire (134 responses); and

○ online questionnaire (30 responses).
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Early Evaluation – Key Results

Evaluation area Evaluation questions Key findings

Implementation
Were the modules 
implemented as 
intended?

• Modules launched July 31, 2019

Dissemination
Are the education 
materials reaching the 
intended target 
audience?

• 4376 sessions between July 31 and October 16, 2019
• Stakeholders across all provinces and territories

Uptake 
Are the modules being 
taken up? Are they 
accessible? 

• 3763 modules downloaded (more often in PowerPoint than PDF format)
• Ease of module access rated highly (mean of 4.8 out of 5)
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Early Evaluation – Key Results

Evaluation area Evaluation questions Key findings

Effectiveness
Are the education 
materials helpful to the 
target audience?

• Module helpfulness rated highly (mean of 4.5 out of 5)
• 93% indicated module content would contribute to improved serious ADR and 

MDI reporting

Are the education 
materials useable and 
adaptable by the target 
audience?

• 57% intend to use module 1; 40% intend to use all modules 
• 73% reported that having content that is adaptable (i.e., adapting PowerPoint 

slides) is important

Do stakeholders 
perceive that the 
learning objectives of 
the materials were 
achieved?

• Understanding of reporting requirements following modules rated highly (mean 
4.5 out of 5) 

• Understanding of strategies to support mandatory reporting rated positively 
(mean 4.0 out of 5)

Do they intend to 
implement and use the 
material within their 
organization/practice? 

• Modules intended to be used in a variety of ways (e.g., self-learning, education of 
others) 

• 97% indicated that they would recommend the modules to colleagues
• 82% and 100% (from each post-webinar questionnaire) intended to use modules
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Conclusion

• The educational materials (as entire modules or as individual slides or selected content) can be 

used for individual learning or incorporated into presentations, orientation, continuing education, 

and other information-sharing activities. 

• Web-based analytics demonstrate continued use of the modules:  

○ 3763 modules downloaded between July 31 and October 16, 2019

○ 5718 module downloads from January 2020 to June 2021.

• Longer-term monitoring is needed to ascertain whether 

there is integration into organizational practices, and if so, 

whether these changes are contributing to improved 

quality and quantity of reporting.
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Example slides: Module 1
Overview of Vanessa’s Law and Reporting Requirements
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Example slides: Module 2
Reporting Processes to Health Canada
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Example slides: Module 3
Strategies to Promote and Support Mandatory Reporting
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Example slides: Module 4
Health Canada’s Review and Communication of Safety Findings
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Knowledge Dissemination: Safety Bulletin Describes how 
ADR, MDI and Medication Error Reporting and Learning 
Systems Contribute to Safety in Canada
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Educational Modules Available from: 
Health Canada, ISMP Canada and CPSI websites
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Thank You
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