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The government of 

Canada agrees 

that more can be 

done to further 

strengthen the 

oversight of 

medical devices 

and to be more 

open and 

transparent with 

Canadians about 

Health Canada’s 

regulatory 

activities.

The Honourable Ginette Petitpas Taylor

Nov. 29, 2018
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TIMELINE
A VERY BRIEF HISTORY OF DEVICE REGULATION

1954 1975 1998 2019
First Legislation Premarket Begins Licensing Begins Action Plan

Medical device 

legislation 

including labelling, 

safety, 

effectiveness and 

recall requirements  

first introduced in 

Canada.

Following public 

outcry and 

regulatory 

evaluation, the 

Regulations were 

updated to include 

premarket review 

oversight on a few 

select categories 

of medical devices.

Following the 

1992 report titled 

“Direction for 

Change” carried 

out by the Medical 

Devices Review 

Committee, the 

modern 

Regulations were 

born.

HC’s Action Plan 

on medical devices 

was published in 

December of 2018. 

Today, the medical 

devices program is 

working to improve 

premarket and 

postmarket

regulatory tools.
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As a general concept, activities 

in which an individual, 

organization or government is 

involved can expose

those or other stakeholders to 

hazards which can cause loss 

of or damage to something 

they value. Risk

management is a complex 

subject because each 

stakeholder places a different 

value on the probability of

harm occurring and its severity.

International Standard ISO 14971, Second

Edition 2007-03-01
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Primary Risk Factors for Non-IVDD Devices

13



14



15



Primary Risk Factors for IVDD Devices
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The Regulations Affect Several Stakeholders
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Registration/Authorization Obligations
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Documents Required for Licensing
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QMS

certificate

1 2 3 4

Application Form

Government document 

used to register a 

medical device with 

Health Canada

Labelling

Package labelling, 

manuals, promotional 

material etc. used to 

represent a device

Quality Certification

Manufacturer has 

established a compliant 

quality management 

system

Regulatory Dossier

Package of information 

to establish the safety 

and effectiveness of a 

medical device



What is in a Regulatory Dossier?
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Routes of Access
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Please access or e-Learning tool to learn more:
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Colin Foster

colin.foster@Canada.ca

613 952-9154

https://training-formation.phac-aspc.gc.ca/course/index.php?categoryid=42&lang=en
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