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November 23, 2018

Cosmetics Alliance Canada
BRIEFING NOTE
Animal Testing Ban Legislation for Cosmetics in Canada


SUMMARY
Background: The international campaign for an animal testing ban for cosmetics reached Canada in the Private Member’s Bill S-214 introduced into Canada’s (non-elected) federal Senate in 2015.  The Bill recently passed the Senate and is now with the elected House of Commons for consideration (three readings and committee hearings) under the name of the opposition Conservative Health Critic, Marilyn Gladu, M.P.

Bill S-214: Bill S-214 is a proposed amendment to the national Food & Drugs Act which regulates foods, drugs, natural health products, medical devices and cosmetics.  As an opposition Private Member's (Public) Bill, it was not drafted with the knowledge or input of the Minister of Health (from the majority Liberal government) or the legislative staff in Health Canada who understand the intricacies of the Food & Drugs Act and its Regulations. It was also not drafted with input from other stakeholders including manufacturers, formulators, suppliers, retailers, etc.  S-214 as currently worded would create a host of administrative issues and unintended consequences for both industry and regulators, and as such, Cosmetics Alliance Canada has not been able to support the bill nor as support been offered by the Liberal government.  A copy of our legal counsel’s assessment is attached for reference.

California Consensus: Following the reaching of a consensus this past summer in California that led to the passing of legislation with broad support by government, NGOs and industry, Cosmetics Alliance Canada was approached by two of the leading supporters of animal protection who were actively engaged in California to explore if a similar consensus could be reached for Canada.  As CA’s objective has been to see workable legislation passed, CA was most prepared to work with these organizations. 

CA has consequently been working with our animal protection colleagues as well as engaging the services of legal counsel with expertise in legislative drafting around the Food & Drugs Act. Together, we reached an agreement on statutory wording that we could all support and advance to Government and to Parliament as the means to introducing an animal testing ban in Canada that has broad support.  

Proposed Legislative Language – Canadian Consensus: The attached document outlines the agreed legislative language that our respective organizations can jointly propose to Government and the Parliament of Canada.  It is based on the principles included in both the E.U. and California legislation, but tailored to accommodate Canada’s legislative and regulatory structures.  

It is important to note in studying this proposal that:
1. [bookmark: _GoBack]Canada, the E.U. and the U.S. each have their own different regulatory structures for cosmetics, which in Canada is the federal Food & Drugs Act and its’ associated Cosmetic Regulations.  Although there are many similarities between jurisdictions, the specific wording required to enact the same principle in law may be different in each jurisdiction;

2. California is a sub-national jurisdiction, not a national regulator, which can also account for some differences in text; and

3. Canada tends to be less detailed and prescriptive than the U.S. in drafting legislation, but rather addresses more details in regulation and guidance.  This is reflected in the proposed wording.


PROPOSED CONSENSUS LEGISLATIVE WORDING
A summary of the proposed text is as follows (please ensure that you are referencing Working Draft dated Nov 15, 2018):

Section 1 – Provides for a neutral name.

Section 2 (1) – Provides for alignment of definitions of “manufacturer” and “ingredient” with existing definitions to avoid confusion.  “Animal Testing” is the same as in Bill S-214.

Section 2 (2) – Prohibition on conducting animal testing in Canada on cosmetics (which are defined in the Food & Drugs Act) for the purposes of meeting the legal requirements to market a cosmetic product under the Canadian Food & Drugs Act and Cosmetic Regulations. 

Prohibition applies to all persons and so can not be undertaken by a third party in Canada. This prohibition DOES NOT apply to other products regulated under the Food & Drugs Act such as drugs, natural health products, medical devices or foods as per the clarification in section 2 (5).

Section 2 (3) – Subject to the exemptions outlined below, prohibits the sale of a cosmetic in Canada where the “manufacturer” or “importer” relies on evidence from animal testing (safety or efficacy) to meet the legal requirements of the Food & Drugs Act or Cosmetic Regulations.  “Manufacturers” and “importers” are currently responsible for compliance, so utilizing this existing structure ensures that non-importing retailers are not inadvertently captured. 

Section 2 (4) – Permits reliance on government produced guidance that could include the Cosmetics Ingredient “Hot List” of restricted or prohibited substances, or other limits established for environmental purposes or workplace health and safety.
  
Section 2 (5) – discussed under 2 (2) above.

Section 2 (6) – Clarifies that it is permitted to “review, assess or retain” evidence from animal testing conducted to meet the requirements of other federal, provincial or foreign regulatory authorities, but it cannot be relied on to demonstrate safety or efficacy of a cosmetic product in order to sell it in Canada.

Section 2 (7) – Public safety clause which provides the national Minister of Health the ability to exempt animal testing under limited circumstances related to the protection of human health (as similarly proposed in Bill S-214).  It is not unusual in Canadian legislation to provide authority to the Minster to take certain actions for the protection of public health and safety thereby providing a mechanism to address unusual and unforeseen circumstances that are in the public interest. 

Section 2 (8) – Public notification is required should any action be taken under 2 (7).
   
Section 2 (9) – Clarifies that animal testing conducted prior to the coming into force of these changes are exempted.  Intended to allow reliance on historical data already generated.

Section 2 (10) – Provides ability to sell-through cosmetic inventory found to be in violation for a period of 180 days from delivery of notice of violation. 

Section 2 (11) – Proposes to come into force 2 years from date of enactment. 


NEXT STEPS
Important to Note:  The development of this consensus legislative wording is a key step to achieving acceptable and broadly supported animal testing legislation in Canada, but it is only one step with more to follow.  The consensus agreement must now be presented to, and accepted by, legislators as the best way to resolve this issue, and this will have to be done in the context of the current Bill S-214 (with its unacceptable wording) now before Parliament.

Consequently, we will be undertaking the following steps:
· Outreach to CA Member Companies: In addition to this briefing document and our work with CA’s Product Compliance & Market Access committee, the CA team will make itself available to any member company who requires an individual briefing on the details.  Please contact Susan Nieuwhof to arrange at sniewhof@cosmeticsalliance.ca

· Outreach to International Colleagues: This is now underway to ensure colleagues around the world are updated on Canadian developments and that CA is consistent with industry objectives internationally; 

· Outreach to Government: CA and our partners are preparing a joint letter in which to convey this consensus legislative wording to both the Opposition Health Critic (who is now Bill S-214’s sponsor in the House of Commons) and the office of the Minister of Health (whose support is ultimately critical to ANY legislation passing as her party is in the majority in the Commons).

CA and our consensus partners have also jointly arranged meetings with them for early December to review the details of the consensus wording and seek their advice as to how best to proceed (amending Bill S-214 if possible, new private member’s bill, or government bill).  We will seek their assistance in engaging other stakeholders in the consensus, and so no joint public statement is expected to be made at this time. 

CA, as well as our consensus partners, will engage with MP’s and Senators and other officials with whom we have been respectively working to advise of, and build political support for, the consensus.

At some point, member companies may be asked to reach out to any stakeholders with whom they have been working on this issue to help build support for this consensus.


LEGISLATIVE PROCESS
There are multiple paths in the legislative process for this consensus statutory language to become law.  These include:

1. Amendments to Bill S-214 at the Committee Stage in the House of Commons.  However, given the significant changes that would be required this may not be within the rules.  An amended Bill S-214 would also have to return to the Senate for approval.

2. A new Private Member’s Bill which could be introduced with the consensus wording (and Bill S-214 withdrawn).  A new Bill would require three readings and committee hearings in both the House of Commons and Senate.

3. Inclusion of this wording in a Government Bill which would then take precedence over Bill S-214, including another health-related bill or omnibus regulatory bill which the Government is now considering.

Ultimately, this will be the choice of the Minister of Health if she is prepared to accept our consensus recommendation which will also require opposition party support.

Another important factor is that Parliament is set to prorogue at the end of spring 2019 with a general election scheduled for October 2019.  This leaves a very short time period to pass legislation in the current Parliament, which is certainly not impossible if there is broad based support from all stakeholders.  Should a bill not be completed in this Parliament, it would “die” on the order paper and need to be re-introduced in the next Parliament.  CA and our consensus partners will need to make a commitment to such a re-introduction if time does run before the election.


SUPPORTING MATERIALS
Please find attached the following documents:
· Proposed Consensus Text for Legislative Amendments to Canada’s Food & Drugs Act (November 15, 2018)

· Legal and Policy Principles Relevant to the Canadian Context (taken from California Senate Bill No. 1249) which was prepared by CA legal counsel in consultation with PCPC, and has been shared with our consensus partners

· Memorandum – Contextual & Legal Analysis of Senate Public Bill S-214 (April 13, 2016) prepared by our legal counsel (Gowlings).


Should you have any questions, comments, or wish to arrange for a briefing with the CA team, please contact Susan Nieuwhof (snieuwhof@cosmeticsalliance.ca). 
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