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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): Notice of intent to publish a Ministerial Order to exempt certain low-risk non-prescription drugs from Division 8 provisions in the Food and Drugs Regulations, (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://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/notice-intent-publish-ministerial-order-exempt-certain-low-risk-drugs-division-8-provisions-food-drugs-regulations.html

	6.
	Description of content: Health Canada is intending to make a Ministerial Class Exemption Order (Order) that would exempt low-risk non-prescription drugs (NPDs) that meet the applicable requirements of a Category IV monograph from Part C, Division 8 requirements of the Food and Drug Regulations (FDR). These products would be subject to Division 1 requirements of the FDR. 
Currently, drugs containing medicinal ingredients that have not been previously authorized in Canada are regulated as "new drugs" under Division 8 of the FDR. This means that low-risk NPDs that contain a new medicinal ingredient are authorized through the same authorization process as prescription drugs that contain new medicinal ingredients. This results in a disproportionately high regulatory burden and cost for these lower-risk products.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: The objective of this proposal is to support public health objectives by improving Canadians' access to NPDs that are important for treating and preventing common health conditions. It would reduce the barriers and costs associated with bringing new low-risk NPDs to the Canadian market that contain ingredients proven to be safe and effective in other jurisdictions.

	8.
	Relevant documents: 
Not Applicable

	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: 14 July 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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