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• Capital is Ottawa

• 2nd largest country in the  world in area

• 10 Provinces and 3 Territories

• 6 Time Zones

• 2 Official Languages – English and French 

• 41.5 M People

• Represents only 11.8% of US population

• Represents only 30% of Mexico population

2



Brief  History of  the Canadian Medical 
Device Regulatory Framework
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Classification of  Medical Devices
Section 6 and 7

Class I
Lowest Risk to the body

(Bandages, Scalpel)

Class II
Under 30 days in the body

Class III
Over 30 days in the body

Class IV
Highest risk to the body

(Implantable and/or life sustaining)
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Health Canada Regulatory Licensing Requirements

• There are two types of licenses issued by Health Canada for medical devices

Medical Device Licence (MDL)

Issued to
• Manufacturers of class II, III, IV 

medical devices for human use in 

Canada

Issued by
• The Medical Devices Directorate 

(MDD), Health Products and Food 

Branch, Health Canada

Medical Device Establishment Licence 
(MDEL)

Issued to • Manufacturer of Class I devices 

and importer or seller of Class I-IV 

medical devices for human use in 

Canada

Issued by

• Medical Device Compliance and 

Licensing Unit (MDCLU), 

Regulatory Operations and 

Enforcement Branch,       Health 

Canada
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Regulatory Licensing Requirements
• Medical Device Licence (MDL)

6

➢Variation in the level of information included in submissions across risk classes

If a Medical Device can be classified into more than one class, the highest risk class applies.

➢ Class I device → Establishment licence

➢ Class II devices → Administrative review

➢ Class III & IV → Scientific review
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Health Canada Databases

Medical Devices Active Licence Listing (MDALL)

Medical Devices Establishment Licence Listing (MDEL)

Regulatory Decision Summary
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Medical Devices Active Licence Listing 
(MDALL)

Displays all Class II, III, and 
IV medical devices currently 
licensed 

Two Types of searches: 

Active licences, and 

Archived licensed

Active licence search

•Company Name

•Licence Name

•Device Name

•Company ID

•Licence Number

•Device Identifier

Archived 

•List of all products ever licensed

•Obsolete products are displayed in 
red Active products in black

•Licence Number

•Device Name

•Device Identifier

•Displays latest manufacturer and 
licence name
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Note: Does not display Class I devices or devices in clinical trial (Investigational Testing Authorization or special access Authorization
Class I devices do not require a medical device licence and are monitored through Establishment Licensing



Medical Devices Active Licence Listing 
(MDALL)
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https://health-products.canada.ca/mdall-limh/prepareSearch?type=active
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Medical Devices Establishment Licence 
Listing (MDEL)

Issued to Class I 
manufacturers and 
importers or distributors of 
all device classes

MDEL give Health Canada 
assurance that:

• Medical devices sold or imported 
into Canada meet the safety 
requirements set out in the 
Medical Devices Regulations

• Procedures are in place to protect 
the public should a problem with 
the device be identified

MDEL Listing contains:

• Company ID

• Establishment Licence number

• Company name

• Address

• Authorized activities 

• Associated class of device(s)

• Name of the establishment’s 
senior official
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Medical Devices Establishment Licence 
Listing (MDEL)
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https://health-products.canada.ca/mdel-leim/index-eng.jsp
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Regulatory Decision Summary (RDS)

Outlines Health 
Canada’s licensing 
decision for Class III 
and IV medical 
device

Includes:

• Purpose of submission

• Summary of intended use

• Reason for the decision

• Manufacturer

• Device name

• Licence number
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https://hpr-rps.hres.ca/reg-content/regulatory-decision-summary-
result.php?lang=en&term=
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Thank you!!

Questions?
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