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notification
Addendum

The following communication, dated 15 March 2016, is being circulated at the request of the delegation of Canada.
_______________

Consultation on the Draft Guide: Disclosure of Confidential Business Information under Section 21.1(3)(c) of the Food and Drugs Act
This measure was previously notified under G/TBT/N/CAN/405/Rev.1 (dated 26 August 2014), G/TBT/N/CAN/405/Rev.1/Add.1 (dated 19 November 2014), and G/TBT/N/CAN/405/Rev.1/Add.2 (dated 13 April 2015).
The Draft Guide entitled ?Disclosure of Confidential Business Information under Section 21.1(3)(c) of the Food and Drugs Act? was developed to help Health Canada implement the new authority under section 21.1(3)(c). This section gives the Minister of Health the authority to disclose confidential business information (CBI) to eligible persons for the purpose of protecting or promoting human health or the safety of the public. This new authority came into force upon royal assent of the Protecting Canadians from Unsafe Drugs Act (Vanessa's Law).
The guide sets out principles, considerations, and processes to follow when Health Canada receives requests from eligible persons that will enable the Minister to exercise this new authority.
Specifically, the draft guide:
· Sets out guiding principles and considerations that should govern all decisions made by Health Canada under this authority.
· Encompasses sections on the protection of personal information and protection against commercial use.
· Details the review process for requests submitted to Health Canada under this new authority.
· Contains requests forms and links to sources of additional information found on Health Canada and external websites to assist potential requesters.
· Increases the consistency and predictability for both healthcare professional, academic researchers and industry as to how the authority will be applied.
As a draft guidance document and administrative tool, the guide should be read in conjunction with the amended Food and Drugs Act.
Comments on the draft guide will be considered before the document is finalized.
This consultation is open for comment until 13 May 2016.
The consultation document can be found at the Internet addresses below:
http://www.hc-sc.gc.ca/dhp-mps/consultation/drug-medic/cbi-notice-draft-ebauche-avis-ccc-eng.php  (English)
http://www.hc-sc.gc.ca/dhp-mps/consultation/drug-medic/cbi-notice-draft-ebauche-avis-ccc-fra.php  (French)
Or requested from:
Canada's Notification Authority and Enquiry Point
Global Affairs Canada
Technical Barriers and Regulations Division
111, promenade Sussex Drive
Ottawa, ON K1A 0G2
Canada
Tel/Tél: (343) 203-4273
Fax/Téléc: 613-943-0346
E-mail/Courriel: enquirypoint@international.gc.ca
__________


[image: image1.emf]