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$NOTIFICATION
Addendum
The following communication, dated 6 January 2025, is being circulated at the request of the delegation of Canada.

_______________


Title: Regulations Amending Certain Regulations Made Under the Food and Drugs Act (Agile Licensing)

	[bookmark: _Hlk24973414]Reason for Addendum:

	[ ]
	Comment period changed - date: 

	[X]
	Notified measure adopted - date: 2 December 2024

	[X]
	Notified measure published - date: 18 December 2024

	[X]
	Notified measure enters into force - date: Immediate coming into force (upon publication of the Regulations in Canada Gazette, Part II): 
• Public health emergency drugs (including terms and conditions, rolling reviews and pre-positioning);
• Assuring drug quality during manufacturing;
• Information considered to support the examination of a drug submission;
• Disaggregated clinical trial data for new drug submissions and supplements to new drug submissions; and
• Standards.
The following regulatory amendments, which require additional time to operationalize, will have a delayed coming into force:
• Modernizing requirements for biologics – on July 1, 2025;
• Terms and conditions for Class II, III and IV medical device licences – on January 1, 2026;
• Terms and conditions for all drugs – on April 1, 2027; and
• Risk management plans – on April 1, 2027.

	[X]
	[bookmark: _Ref40866877]Text of final measure available from[footnoteRef:1]:  [1:  This information can be provided by including a website address, a pdf attachment, or other information on where the text of the final/modified measure and/or interpretive guidance can be obtained.] 

Regulations Amending Certain Regulations made under the Food and Drugs Act (Agile Licensing)
https://canadagazette.gc.ca/rp-pr/p2/2024/2024-12-18/html/sor-dors238-eng.html (English)
https://canadagazette.gc.ca/rp-pr/p2/2024/2024-12-18/html/sor-dors238-fra.html (French)
Order Amending the Fees in Respect of Drugs and Medical Devices Order (Public Health Emergency Drugs)
https://canadagazette.gc.ca/rp-pr/p2/2024/2024-12-18/html/sor-dors247-eng.html (English)
https://canadagazette.gc.ca/rp-pr/p2/2024/2024-12-18/html/sor-dors247-fra.html (French)

	[ ]
	Notified measure withdrawn or revoked - date: 
Relevant symbol if measure re-notified: 

	[ ]
	Content or scope of notified measure changed and text available from1: 
New deadline for comments (if applicable): 

	[ ]
	Interpretive guidance issued and text available from1: 

	[ ]
	Other: 



Description: Health Canada has introduced new targeted provisions and regulatory amendments to the Food and Drug Regulations and Medical Devices Regulations that deliver on the Department's modernization commitments and leverage long-standing policies and practices. The amendments take into account recent experience with regulatory agilities successfully piloted through the COVID-19 interim orders and their transition to regulations. These regulatory changes include distinct components that:
· Expand terms and conditions to apply to all drugs for improved post-market oversight;
· Broaden the scope of use of terms and conditions for Class II, III, and IV medical device licences;
· Expand the flexibilities available for COVID-19 drugs to other public health emergency drugs, including the option of a rolling review;
· Require Risk Management Plans for certain human drugs to better manage risks and uncertainties;
· Remove industry irritants regarding drug labelling and manufacturer's standards;
· Modernize requirements for biologics and remove outdated requirements;
· Clarify the Minister's authority to consider additional information in examining a drug submission;
· Clarify expectations that a drug be fabricated, packaged/labelled, tested and stored including during transportation, in a manner that assures its quality; and
· Require manufacturers to submit clinical trial data broken down by population sub-groups (disaggregated data) for certain drug submissions, as submitted to the U.S. Food and Drug Administration or the European Medicines Agency.
Amendments are also required to the Fees in Respect of Drugs and Medical Devices Order for drugs and medical devices in order to ensure alignment with the amendments to the Food and Drugs Regulations under Agile Licensing. They afford the same measures to public health emergency drugs that were afforded to COVID-19 drugs and continue to enable the Department to remit fees for certain COVID-19 drug submissions filed under the Food and Drugs Regulations.
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