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Brief History of the Canadian Medical
Device Regulatory Framework
I+l .

1975 1991 1997

Medical Devices Medical Devices The Medical

Regulations (MDR) Review Committee Devices Bureau is

come into force on (MDRC) created to unified under one
September 2 assess regulation.

Directorate.

1977 1992 1998

MDR amended to MDRC publish their The new MDR

include premarket report which comes into effect,

review for some includes several making licensing a
devices. recommendations. |

requirement.
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Classification of Medical Devices
Section 6 and 7

Lowest to Highest Risk Classification

Class |
Lowest Risk to the body
(Bandages, Scalpel)

Class 1l
Over 30 days in the body

Class IV
Highest risk to the body
(Implantable and/or life sustaining)

Class Il
Under 30 days in the body




Health Canada Regulatory Licensing Requirements

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

Medical Device Licence (MDL) Medical Device Establishment Licence
(MDEL)
@ Issued to . Man}Jfactur?rs of class II, 1l IV | % lssued to * Manufacturer of Class | devices
medical devices for human use in and importer or seller of Class I-IV
Canada medical devices for human use in
Canada

N ) ) i A * Medical Device Compliance and
| db * The Medical Devices Directorate m | db Licensing Unit (MDCLU)
Ssued by (MDD), Health Products and Food SSUea by !

h lth d Regulatory Operations and
pranch, fealth Canaca Enforcement Branch, Health

Canada
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Regulatory Licensing Requirements

* Medical Device Licence (MDL)

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

> Class | device = Establishment licence
> Class Il devices = Administrative review
> Class lll & IV = Scientific review

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

= MDSA P
=== ams \: k

certificate

Application Form Labelling Quality Certification Regulatory Dossier
Government document Package labelling, Manufacturer has Package of information
used to register a manuals, promotional established a compliant to establish the safety
medical device with material etc. used to quality management and effectiveness of a
Health Canada represent a device system medical device




Application for a Medical Device License
Safety and Effectiveness Required Information

Section 32

Class il

List of standards

=  Summary of preclinical studies

=  Physical and Mechanical Bench Tests
=  Software Verification and Validation
= Biocompatibility Tests

=  Pyrogenicity

= Animal Studies

=  Summary of clinical studies

=  Summary of sterilization studies

= Packaging

= Shelf Life Validation (product and packaging)
= Literature/Bibliography

Class 1V

Manufacturing and Quality Control

Device Specific Quality Plan

Manufacturing Process and Quality Control Activities
Details for Process Validation Studies

Details for Sterilization

Packaging

Shelf Life Validation

List of standards

Details for preclinical studies

Details for clinical evidence

Literature Studies and Bibliography (copies)
Risk Assessment

Major difference between a Class III and a Class IV application is the degree of detail
= (Class III applications require outlined summary data;
= (Class IV applications requires summaries + full supporting datasets.
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Application for a Medical Device |
Amendments to the Device
Section 34

ense

Any proposed changes should be submitted in an application for a
Medical Device Amendment.

This applies to:

For class Il or IV Medical Devices; -

= A significant change to the device itself
= A change that would affect the class of the device
= A change in the name of the Manufacturer

—

A change in the name of the Device <™
A change in the Device ldentifier ™

L

For class Il devices:

. - - - .d—;:< v
= A change in the medical conditions, purposes or uses.

.




Health Canada Databases

Qj Medical Devices Active Licence Listing (MDALL)

2 . . . . . ..
ﬁ Medical Devices Establishment Licence Listing (MDEL)

; r E Regulatory Decision Summary
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Medical Devices Active Licence Listing

(MDALL)

y

A Active licence search

eCompany Name
eLicence Name
A Two Types of searches: *Device Name
eCompany ID
Active licences, and eLicence Number
Archived licensed *Device Identifier

Displays all Class Il, 1ll, and
IV medical devices currently
licensed

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

Archived

eList of all products ever licensed

*Obsolete products are displayed in
red Active products in black

eLicence Number
eDevice Name
eDevice Identifier

eDisplays latest manufacturer and
licence name

ANSI



Medical Devices Active Licence

(MDALL)

Medical devices active licences search

Archived Licence Search

You may search by one of the following search options only: company name or identifier, licence name or numoer,

name or identifier. You must also provide a search criterion for the selected option, in the 'Search for' ield.

Search options

J Company name
OLicence name

J Device name

O Company 1D
OLicence number

O Device identifier

Search criterion

Search for:

https://health-products.canada.ca/mdall-limh/prepareSearch?t

Medical Devices Directorate
ettt L

Santé  Health
l*l Canada Canada LN/NH: 39073

Medical Device Licence Homologation d'un instrument médical

* AMENDED * * MODIFIEE *
Licence Number: 39073 No d'homologarion:
First Issue Date: 2002/06/17

Amended Date: -

Device Class/Classe de l'instrument; 2

Premiére date de délivrance:

Date de modificarion:

This Licence is issued in accordance with the
Medical Devices Regulations. Section 36.
for the following medical device

La présente homelogation est déliviée en vertu
de T'article 36 du Reglement sur les mstruments
médicaus pour |'instrument médical suivant:

Licence Name/Nom de 'homologation:

MIDAS REX LEGEND PNEUMATIC SYSTEM-MOTORS AND CONTROL UNIT

Licence Type/Type d'homologation:
System / Systéme

Reason for Amendment/Raison de la modification

Manufacturer Name & Address/Nom du fabricant & adresse
MEDTRONIC POWERED SURGICAT SOLUTIONS

4620 NORTH BEACH STREET
FORT WORTH. TEXAS
UNITED STATES

76137

Colin Foster, Director, Bureau of Medical Device Licensing Services
Dwecteur, Bureau des services d'homologation des instruments medicaux

=

Application Number: Manufacturer [D: 114200
Numéro de la demande: Identificatevr du fabricant:

Listing

Medical Devices Directorate

Santé Health LN/NH: 39073 e e i
Canada Canada Direction des instruments médicaux

Components/Parts/Accessories/Devices for this Licence
Les composantes, parties, accessoires et instruments médicaux pour cette homologation

MIDAS REX LEGEND PNEUMATIC SYSTEM - MOTOR

Device ID/No de I'instrument: -
Device Identifier / Identificatenr de l'instrument
(Model/Catalog Detail No de modéle/ Catalozue):
PK100

PK110

PK120

PK200

PK220

PM100

PM100-R

PM11D

PM110-R

PM200

PM200R

Device ID/No de I'instrument: -
Device Identifier / Identificatenr de l'instrument
(Model/Catalog Detail No de modéle/Catalogue):
PC100

PC100-R

PCT00

PCTO0-R

Agpplication Number: Mammfacturer [D:
Nuéro dela demnde: N Page2 114350

Identificatenr du fabricant:

ANSI |
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Medical Devices Establishment Licence
Listing (MDEL)

y

MDEL Listing contains:

e Company ID
A e Establishment Licence number
MDEL give Health Canada * Company name
assurance that: * Address o
e Authorized activities
* Medical devices sold or imported e Associated class of device(s)
Issued to Class | Irggouicraerr]:gst?:eitc;cgfi;a'fﬁfey  Name of the establishment’s
ior official
manUfaCturers_ an_d Medical Devices Regulations Senior otricia
importers or distributors of e Procedures are in place to protect
all device classes the public should a problem with

the device be identified




Holders of an active medical devices establishment licence

Search by licence number

Licence number {maximum of 6 numbers):

Search by company 1d

Company Id (maximum of 6 numbers):

Search by combination of company name, activity, country and province/state
Company name :

Medtronic
Activity:

Country:

Province/State:

Heallh  Sante
I * I Canada Canada
Licence Number

Medical Device
Establishment Licence

Medical Devices Establishment Licence
Listing (MDEL)

Company ID /1D de Uentreprise: 106916

35 Numére de la licence

Licence d'établissement
pour les instruments médicaux

MEDTRONIC CANADA ULC

98 HEREFORD STREET
BRAMPTON, ONTARIO
CANADA, LEY OR3

This licence is issued in accordance with the AMedical
Devices Regulations of the Food and Drugs Act for the
following activities:

Cette licence est delivrée conformement a la Lof sur les
afiments et drogues. réglement sur les instruments
médicaux pour les activités qui suivent

Attestation made:

Distributor / Importer / Manufacture Devices for Distribution /
Distributeur Importateur Fabricant d'instruments médicaux pour distribution
Class | / Classe | Yes £ Oui Yes f Oui No £ Non
Class || / Classe Il Yes / Oui Yes / Oui
Class 111 / Classe 1l Yes / Qui Yes / Qui
Class IV / Classe |V Yes / Qui Yes/ Qui

Attestations faites:

The establishment has documented procedures
in place in respect of:

lssue Date / Date de délivrance: Apr 7, 2025

L'établissernent a mis en oeuvre une procédure
écrite concernant:

Ministre de la santé | Contresigné par: Gest

ire, Programme de

Minister of Health Countersigned: Manager, Medical Devices Comgliance Program or delegated authority

canfonmité de

matériels médicaux ou autoritée déléguée
1

N W a==S1]
\

Iarie-Odile K. Gomis

Site listing begins on the next page

Liste des sites commence 3 la page sufvante

This licence is the property of the Medical Devices Compliance Program and must be returned upon demand.
Reset Cette licence appartient au Programme de la conformite des matériels medicaux et doit étre retournde sur demande.

https://health-products.canada.ca/mdel-leim/index-eng.jsp
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Regulatory Decision Summary (RDS)

The Drug and Health Product Register e Drug and Health Product Register

Drugs  Natural Health Products ~ Medical Devices ~ Review Decisions - Submitareport - Prescription Drug List ~ About +

' Drugs  Natural Health Products ~ Medical Devices ~ Review Decisions ~ & poyyjatory Decision Summary Search Results
| nc | u d es: . Below are the results for Regulatory Decision Summaries.
/\ Note to visitors
L. New search
e Purpose of submission _ T -
. The drugs section of the publication is in archival mode. Please visit the new Drug an Doknioad excel| - Downioadson
. e Summary of intended use . - 7
Out I ines Hea It h « Reason for the decision on megical devices, please use e search below. Filter tems Showing 1 to 3 of 3 entres (fltred from 8,066 total entres) | Show 10 v entries
Canada’s licensing Cortrol
. e * Manufacturer number / Type of submission
d ecision fO r C I ass I l I e Device name Regulatory Decision Summary Search Dmg/deyif:e ) - Decision  Application  / Type of B
an d AV) med i ca | e Licence number name 4 § Medicinal ingredient 4|4 Manufacturer /4 Outcome #/} date +[§| number 4]¥ application ¥
d ev | ce MICRAVR2MICRA  N/A MEDTRONICINC.  Approved 2025-12- 395634 Amendment device
Enter search term(s) A2 = Lo
TRANSCATHETER
‘ PACING SYSTEM
MICRAVR2MICRA  NIA MEDTRONICINC.  Approved  2024-10- 379513 New device icence
A2 17 application
TRANSCATHETER
Submit JEREEE PACING SYSTEM
https://hpr-rps.hres.ca/reg-content/regulatory-decision-summary- N . ™ Y PESTE Py e g icoms
result.php?lang=en&term= TRANSCATHETER 0 applcaion
All Requlatory Decision Summaries PACEMAKER
SYSTEM
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Thank you!!

Questions?
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