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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): Order Providing for Reliance on Decisions of, or Documents Produced by, Foreign Regulatory Authorities in Respect of Certain Drugs; (57 page(s), in English), (57 page(s), in 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/reg4-eng.html

	6.
	Description of content: The Government of Canada intends to make the Order Providing for Reliance on Decisions of, or Documents Produced by, Foreign Regulatory Authorities in Respect of Certain Drugs (the Order). This Order would deem the requirement for the Minister to examine specified information and material in a new drug submission to have been met based on decisions or documents produced by certain foreign regulatory authorities (FRAs). To ensure that the Order does not introduce unacceptable risks or uncertainties to health, safety or, if applicable, the environment, it would set out requirements that would need to be met, including that the drug belongs to a class of drugs identified on a list incorporated by reference (IbR List), that the manufacturer demonstrates that the drug has been authorized by an FRA on the IbR List that relates to the class, and that any differences in the drug related to the part of the submission that the manufacturer seeks to have deemed in comparison to the drug authorized by the FRA would not negatively impact its safety or effectiveness. Information in the submission relating to those differences would be examined by the Minister along with other aspects of the submission unique to the Canadian market (e.g., labelling). Where the Minister considers that the differences could potentially negatively impact the safety and effectiveness of the drug, deeming would not be used for that component of the submission and a full examination would take place.
Health Canada uses its existing authorities under the Food and Drugs Act and the Food and Drug Regulations (FDR) to consider information or other material obtained from other regulatory authorities in its examination of new drug submissions. To further support and increase the Department's use of reliance on FRAs, the Order would, where the requirements of the Order are met, deem parts of the Minister's examination to have been completed on the basis of an FRA's decision or document(s) under the following three scenarios:
· drug submissions for which a decision has already been made by an FRA about a foreign drug (General Deeming),
· drug submissions for which a decision by an FRA to authorize a foreign drug has not yet been made, provided the submissions are filed in Canada within 120 days of being filed with an FRA (120-day Filing), and
· drug submissions subject to joint review by Health Canada with one or more FRAs (Joint Reviews).

	7.
	Objective and rationale, including the nature of urgent problems where applicable: On July 9, 2025, the Government of Canada launched a Red Tape Review (RTR) across the federal regulatory system. The review is intended to eliminate outdated or unnecessary rules and streamline the delivery of regulatory decisions. The RTR builds upon work already completed in recent years to modernize regulations and seeks to further streamline rules and reduce burden on both regulated parties and the government.
Under RTR, international alignment and reduction of trade barriers is a key commitment, including to help achieve more timely access to products on the Canadian market. Products that Health Canada regulates are sold in an increasingly global marketplace, however, different regulatory requirements between jurisdictions can create burden and act as trade barriers. They can also slow economic growth and innovation by limiting the products and services that can access the Canadian marketplace. There is also an increasing need to align approaches for product authorizations and one way to do so is by relying on decisions and documents made by comparable foreign regulators.
Increasingly, there has been a drive internationally for greater collaboration and reliance amongst regulators - to provide for the sharing of scientific expertise and efficiencies, streamline processes for the pharmaceutical industry and help facilitate market authorization through harmonization or convergence of regulatory requirements, standards and practices amongst regulators. This use of collaboration and reliance allows a regulator to make strategic choices regarding where they focus their resources based on where they are most needed, taking into account the health and safety of Canadians, and the public interest. It benefits regulatory authorities, the pharmaceutical industry and patients by helping to decrease the time to approval and by contributing to earlier availability of new products to market.
Within this environment, the proposed Order would seek to:
· further support the health and safety of Canadians by leveraging international partnerships using a risk based approach to generate greater efficiencies in Health Canada reviews of submissions for drugs in Canada without compromising established requirements under the FDR;
· reduce the delay in filing of submissions for drugs in Canada;
· continue to strengthen and expand the use of information and decisions from FRAs with the longer-term goal of increased collaboration in regulatory decision-making; and
· enable Health Canada to refocus resources as needed, as one way to support the health and safety of Canadians.
As one component of the Government of Canada's broader RTR commitment, the proposed Order would help encourage earlier availability of drugs to the Canadian market by facilitating more efficient reviews of drug submissions and enabling greater international collaboration, joint review and reliance with regulatory partners while maintaining the safety, effectiveness and quality of these products.

	8.
	Relevant documents: 
Canada Gazette, Part I, December 20, 2025, pages 2661–2718, https://gazette.gc.ca/rp-pr/p1/2025/2025-12-20/pdf/g1-15951.pdf#page=203, (available in English and French)

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: These proposed Regulations would come into force on the day of their publication in the Canada Gazette, Part II.

	10.
	Provision of comments
Final date for comments: 18 February 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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