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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: CANADA
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
Department of Health (Health Canada)

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], 3.2 [ ], 7.2 [ ], Other: 

	4.
	Products covered (HS codes or national tariff lines. ICS numbers may be provided in addition, where applicable): Drugs (ICS code: 11.120)

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Clinical Trials Regulations (145 pages, available in English and French) & Regulations Amending Certain Regulations Relating to Clinical Trials (8 pages, available in English and French)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://gazette.gc.ca/rp-pr/p1/2025/2025-12-20/html/reg2-eng.html
https://gazette.gc.ca/rp-pr/p1/2025/2025-12-20/html/reg3-eng.html

	6.
	Description of content: The proposed Regulations would establish a new, standalone regulatory framework under the Food and Drugs Act for clinical trials involving drugs for human use. This proposed framework would replace the existing clinical trial regulatory schemes for drugs in Part C, Division 5 of the Food and Drug Regulations (FDR) and Part 2 of the Clinical Trials for Medical Devices and Drugs Relating to COVID-19 Regulations (COVID-19 CT Regulations). It would regulate both the conduct of clinical trials and the importation and sale of drugs used in these trials. Specifically, it would establish requirements for the importation and sale of drugs to be used in a clinical trial as well as the application process for the issuance of an authorization to conduct a trial and the oversight mechanisms. It would also set out requirements for good clinical practices, reporting, and other activities related to clinical trials. Additionally, the proposed Regulations would repeal Part C, Division 5 of the FDR and Part 2 of the COVID-19 CT Regulations and would make several consequential amendments to other provisions of the FDR, the COVID-19 CT Regulations and other related regulations to align them with the new framework. 

	7.
	Objective and rationale, including the nature of urgent problems where applicable: The objective of this proposal is to establish a modernized regulatory framework for the flexible oversight of clinical trials involving drugs throughout their lifecycles. The proposed framework is expected to better support complex and innovative trials, allowing people in Canada to benefit from new drug therapies and innovative trial designs. The proposed framework would uphold the underlying core principles common to the regulation of all clinical trial types, including the protection of participants' safety and ensure the reliability of trial-related data, while also facilitating access to clinical trials, supporting complex and innovative trials and the development of new drugs, and advancing international alignment.

	8.
	Relevant documents: 
· Clinical Trials Regulations: https://gazette.gc.ca/rp-pr/p1/2025/2025-12-20/html/reg2-eng.html (available in English and French)
· Regulations Amending Certain Regulations Relating to Clinical Trials: https://gazette.gc.ca/rp-pr/p1/2025/2025-12-20/html/reg3-eng.html (available in English and French)
· Clinical Trials Modernization: Consultation Paper: https://www.canada.ca/en/health-canada/programs/consultation-clinical-trials-regulatory-modernization-initiative/document.html (available in English and French)
· What we heard: Consultations on clinical trials regulatory modernization initiative (spring and summer 2021): https://www.canada.ca/en/health-canada/programs/consultation-clinical-trials-regulatory-modernization-initiative/what-we-heard.html(available in English and French)

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: - Clinical Trials Regulations: These proposed Regulations come into force on the first anniversary of the day on which they are published in the Canada Gazette, Part II.
- Regulations Amending Certain Regulations Relating to Clinical Trials: These proposed Regulations come into force on the day which the Clinical Trials Regulations come into force.

	10.
	Provision of comments
Final date for comments: 20 March 2026
[ ] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Canada's Notification Authority and Enquiry Point
Technical Barriers and Regulations Division
Global Affairs Canada
111 Sussex Drive
Ottawa, Ontario, K1A 0G2
Canada
Email: enquirypoint@international.gc.ca
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