	
	 

	[image: ]
	

	
	[bookmark: bmkSymbols]G/TBT/N/CAN/765/Add.3


	
	[bookmark: bmkDate]17 July 2026

	[bookmark: bmkSerial](26-5179)
	Page: 1/2

	Committee on Technical Barriers to Trade
	[bookmark: bmkOriginalLanguage]Original: English, French



[bookmark: bmkSymbols2]G/TBT/N/**/**/Add.*

- 2 -

[bookmark: spsSymbolHeader]G/TBT/N/CAN/765/Add.3

- 2 -

NOTIFICATION
Addendum
The following communication, dated 16 July 2026, is being circulated at the request of the delegation of Canada.

_______________


Title: Order Providing for Reliance on Decisions of, or Documents Produced by, Foreign Regulatory Authorities in Respect of Certain Drugs

	[bookmark: _Hlk24973414]Reason for Addendum:

	[ ]
	Comment period changed - date: 

	[X]
	Notified measure adopted - date: 15 July 2026

	[X]
	Notified measure published - date: 15 July 2026

	[X]
	Notified measure enters into force - date: 15 July 2026

	[X]
	[bookmark: _Ref40866877]Text of final measure available from[footnoteRef:2]:  [2:  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.] 

Canada Gazette, Part 2, Volume 160, Number 14: Order Providing for Reliance on Decisions of, or Documents Produced by, Foreign Regulatory Authorities in Respect of Certain Drugs:
https://gazette.gc.ca/rp-pr/p2/2026/2026-07-15/html/sor-dors162-eng.html (English)
https://gazette.gc.ca/rp-pr/p2/2026/2026-07-15/html/sor-dors162-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	Notified measure withdrawn or revoked - date: 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: The proposed measure notified in G/TBT/N/CAN/765 (dated 5 January, 2026) was adopted and published on 15 July, 2026, as the Order Providing for Reliance on Decisions of, or Documents Produced by, Foreign Regulatory Authorities in Respect of Certain Drugs (The Order).
The Order will deem the regulatory requirement for the Minister to examine specified information and material in a submission or supplement for a new drug to have been met based on decisions of, or documents produced by, certain foreign regulatory authorities (FRAs). So that the Order does not introduce unacceptable risks or uncertainties to health, safety or, if applicable, the environment, it sets out requirements that will need to be met. These requirements include 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 or supplement relating to those differences will be examined by the Minister along with other aspects of the submission or supplement unique to the Canadian market (e.g., labelling). Where the Minister considers that the differences could potentially negatively impact the safety or effectiveness of the drug, deeming will not apply for that portion of the submission or supplement and a full examination of it will take place.
The Order came into force on 15 July, 2026, the day it was published in Canada Gazette, Part II.
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