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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: Health Canada

	3.
	Notified under Article 2.9.2 [ ], 2.10.1 [ ], 5.6.2 [X], 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): 
· Infant formula for:
· healthy term infants
· infants with medical conditions such as:
· Pre-term infant formulas
· Metabolic infant formulas
· Amino acid-based infant formulas
· Extensively hydrolyzed protein infant formulas
· Infant formulas with no added carbohydrates
· Infant formulas intended for infants with failure to thrive
· Fortified medical foods for infants including:
· human milk fortifiers
· fortified modulars
semi-solid foods/mixes for ages 6 months and up for the dietary management of medical conditions 

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Proposed risk-based approach for the authorization of infant food for a special dietary purpose, (25 pages in English and 27 pages in 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/programs/consultation-proposed-risk-based-approach-authorization-infant-food-special-dietary-purpose.html

	6.
	Description of content: Health Canada is moving forward with efforts to modernize its regulations for foods for a special dietary use and infant foods. As part of this process, on November 26, 2025, the Department launched a 60-day pre-consultation about a proposed risk-based approach to authorizing infant formula and fortified medical foods for infants.
This consultation is a follow up to two previous pre-consultations on:
· Regulatory Modernization of Foods for Special Dietary Use and Infant Foods: Divisions 24 and 25 of the Food and Drug Regulations, held from November 28, 2023, to February 26, 2024.
· Compositional requirements for infant foods and foods currently regulated as foods for special dietary use from October 23, 2024, to January 22, 2025.
The proposed approach would introduce a three-tiered authorization framework, scaling regulatory oversight according to risk.
· Tier 1: Post-market notification for lower-risk products
· Tier 2: Pre-market authorization with expedited review for moderate-risk products
· Tier 3: Pre-market authorization with comprehensive review for higher-risk products
To make its reviews more efficient, Health Canada would also leverage information and decisions from comparable foreign regulatory authorities.
The consultation will close to new input on January 25, 2026.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: 
· Health Canada is launching this consultation to seek stakeholder input on a proposed risk-based framework for authorizing infant formula and fortified medical foods for infants.
· The rationale for this initiative stems from stakeholder input received during the 2023 consultation, which highlighted the need for regulatory oversight that reflects product risk and alignment with international trading partners. It also aligns with the Government of Canada's recent commitment to modernize outdated regulations and reduce red tape.
· This proposed approach aims to improve product access, diversify the market, reduce red tape, and mitigate future risk of shortages, while maintaining Health Canada's rigorous safety standards.
Stakeholder feedback to this proposal will help inform the development of draft regulations which will be published in the Canada Gazette, Part I for comment.

	8.
	Relevant documents: 
Not Applicable

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: To be determined

	10.
	Provision of comments
Final date for comments: 25 January 2025
[ ] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Canada's Notification Authority and Enquiry Point
Global Affairs Canada
Technical Barriers and Regulations Division
111 Sussex Drive
Ottawa, ON K1A 0G2
Canada
Email: enquirypoint@international.gc.ca
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