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Overview

• Government of Canada Red Tape Reduction initiative

• Planned regulatory amendments

• Key guidance updates

• Launch of additional Health Canada eSTAR pilot
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Government of Canada Red Tape Reduction initiative

• On July 9th, 2025, the Government of Canada launched an initiative for 

departments to review regulations and propose actions to reduce red tape.

• Ministers were asked to report to the President of the Treasury Board on 

their organizations’ progress and next steps within 60 days

o Health Canada and the Public Health Agency of Canada’s report on red 
tape reduction was published on Sept 8th, 2025

https://www.canada.ca/en/treasury-board-secretariat/news/2025/07/government-of-canada-moves-forward-to-modernize-outdated-regulations-and-reduce-red-tape.html
https://www.canada.ca/en/services/health/publications/health-system-services/report-red-tape-reduction.html


Phase I: 

• Regulatory changes included:

• Came into force on December 14, 

2024

Phase II: 

• Proposed regulatory amendments:
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o Risk-based approach to licensing 

distributors outside of Canada

o MDEL requirement to provide supplier 

lists

o Explicit requirements for MDEL 

holders to implement and maintain 

standard operating procedures

o Updating Recall requirements

o New authority to apply terms & 

conditions on MDELs

o Modernize MDEL application 

requirements

• Notice of Intent published November 9, 

2024

Modernizing the Medical Device Establishment Licensing 
(MDEL) framework

https://gazette.gc.ca/rp-pr/p1/2024/2024-11-09/html/notice-avis-eng.html#ns4
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Recent guidance publication

Final guidance for determining medical device 
application type

• Published August 29, 2025
• Updated to reflect current practices in 

determining when certain medical devices can 
be combined together and submitted as one 
application. 

https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-information/guidance-documents/guidance-determining-medical-device-application-type.html


• The IMDRF Table of Contents (ToC) was developed 

as an internationally harmonized format for medical 

device submissions

• Since 2019, Health Canada has accepted Class II, III, 

IV submissions using the IMDRF ToC in addition to 

the existing Health Canada format
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Health Canada’s use of the IMDRF Table of Contents

o As of January 1, 2026, use of the IMDRF ToC 

format will be required for Class II, III, and IV 

medical device submissions



Regulatory Enrolment Process (REP) implementation 

• REP is a common intake process across Health Canada’s business lines 

using web-based templates instead of traditional application forms

• It enables:

• Following a successful multi-year pilot, REP opened for manufacturers’ 

voluntary use in July 2024 and will become mandatory in January 2026
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o Receipt of transactions via the Common Electronic Submission Gateway (CESG)

o Automated import of transaction and metadata into Health Canada’s internal 

systems



• eSTAR is a dynamic pdf form, developed by the 

US FDA, that assists manufacturers in 

submission building

• In 2023, HC and the FDA conducted a joint pilot 

to test manufacturers’ use of eSTAR to submit 

premarket applications to both jurisdictions

• HC also conducted an additional HC-only pilot 

for Class III and IV non-IVD submissions
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Advancing harmonization for premarket submissions –
Health Canada eSTAR pilot program



• Most users found the eSTAR template to be user friendly and intuitive 

• Manufacturers highlighted that the eSTAR helper text was useful, and 

suggested incorporating IMDRF ToC section numbers and some design 

enhancements

• Health Canada screeners noted tool-generated submissions did not differ 

significantly from regular submissions

• Stakeholders would like to see pilot expansion, including for the use of 

IVDDs and Additional Information requests
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Health Canada eSTAR pilots demonstrated positive results



Launch of additional Health Canada eSTAR pilot

• On August 20th, 2025, Health Canada launched an 
additional eSTAR pilot, expanding submission types:

• 30 pilot participants will be selected, with priority for in 
vitro diagnostic device (IVDD) applications

• Participants will also test the conversion tool designed 
to convert eSTAR contents into the IMDRF Table of 
Contents folder structure
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o New or significant change amendment applications 

for Class III/IV devices

o Responses to Additional Information requests

https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-information/guidance-documents/estar-pilot-notice-industry.html


Thank you /ありがとうございます

Health Canada 

Medical Devices Directorate

Bureau of Policy and International Programs

mddpolicy-politiquesdim@hc-sc.gc.ca
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