1

file_0.jpg


file_1.wmf



	420 Britannia Road East, Suite 102
                                                          Mississauga, Ontario L4Z 3L5
	



April 11, 2018

Mr. Brennen Young
Director, Regulatory Cooperation
Regulatory Affairs Sector
Treasury Board of Canada Secretariat
Email: rcd-dcmr@tbs-sct.gc.ca

Dear Mr. Brennen,

Re:  Canada-European Union Comprehensive Economic and Trade Agreement, Regulatory Cooperation Forum (RCF) – Request for Stakeholder Comments

On behalf of Cosmetics Alliance Canada, thank you for the opportunity to provide input on potential areas for regulatory cooperation with the E.U. including proposals to align or streamline existing regulatory systems. 

Who We Are
Founded in 1928, Cosmetics Alliance Canada, formerly the Canadian Cosmetic, Toiletry & Fragrance Association (CCTFA), is the leading industry association and the principal voice of the cosmetics and personal care products industry in Canada which represents some $9.5 billion in annual retail sales.

Our over 150 member companies include brand owners, manufacturers, importers, distributors and retailers of cosmetics and personal care products, as well as providers of goods and services to the industry.  The products which we represent include: make-up and other colour cosmetics; skin care including moisturizers, sunscreens, anti-acne and anti-diaper rash products; hair care including shampoos, conditioners and hair dyes; and oral care including toothpastes and mouthwashes. These low risk products are currently regulated as cosmetics, drugs, or natural health products (NHPs) in Canada depending on the claim(s) made and the active ingredient(s) in the product.

The cosmetics and personal care products sector is an internationally integrated industry, dependent on open markets and transparent, consistent regulatory environments. RCF’s regulatory cooperation and alignment initiatives have the opportunity to address existing regulatory barriers between Canada and the E.U. to create commercially meaningful results for industry including efficiencies, competitiveness, consumer choice and industry growth.

Our Proposals  

Our proposals include the following with details provided below:
	Implement Health Canada’s Self-Care Products Framework
	Eliminate Canada’s quarantine and confirmatory re-testing requirements for “cosmetic-like” low risk drug products imported from the E.U.

Align Ingredient Labelling Internationally (INCI)
Align Small Package Labelling Requirements
	Collaborate on the Management of Chemicals (CMP/REACH)


Implement Health Canada’s Self-Care Products Framework – the over-arching solution to better aligning how Canada and the E.U. regulate “cosmetics” 
The complex legislative, regulatory, and administrative environment that is currently applicable to cosmetics and personal care products in Canada has resulted in a major regulatory reform initiative by Health Canada. The Self-Care Products Framework proposes a modernized approach to regulating all self-care products (including cosmetics, NHPs, and non-prescription drugs) under one set of regulations administered by one branch of Health Canada. Unlike the current system which includes three different and inconsistent sets of regulations administered under two different branches of Health Canada, the Self-Care Framework aims to regulate products with similar risk profiles in a similar fashion so that requirements for bringing them to market will be more consistent and easier to understand. This will ultimately eliminate unnecessary regulatory burden, minimize cost, simplify processes, and eliminate the regulatory issues which hinder international trade.

Health Canada is currently completing the structural details of the framework which include how these products will be classified, how health clams will be approved, and what will be the right set of tools for oversight. Information provided to date by Health Canada suggests that, in practice, the new Framework will bring Canadian regulations into greater alignment with regulations in the E.U.

Implementing Health Canada’s new Self-Care Products Framework will allow the RCF to better align and streamline Canada and E.U. regulatory systems, thereby addressing barriers and creating truly meaningful benefits for industry.


Eliminate Canada’s quarantine and confirmatory re-testing requirements for “cosmetic-like” low risk drug products imported from the E.U. 
Low risk cosmetic and personal care products making a therapeutic claim (e.g. sunscreens, antidandruff shampoos, toothpastes) and classified as a drug in Canada require quarantine and confirmatory re-testing (of active ingredients) upon importation into Canada. This is the case even for products manufactured in the E.U. in accordance with Canada’s Drug GMP standards at a facility included on the manufacturer’s Drug Establishment License granted by Health Canada.

This results in duplicate testing with unnecessary cost and delay for products imported from the E.U. into Canada, with no added value for consumers.  In fact, Canada’s current requirement that imported products undergo confirmatory re-testing upon importation adds about $100,000 per SKU, per year, to the cost of bringing these products into Canada.  Conversely, no similar quarantine and re-testing process is required by the E.U. for the same products manufactured in Canada and imported into the E.U. 

Health Canada currently has a Pilot underway for sunscreen drug products imported from the U.S. which exempts them from the quarantine and re-testing requirement providing the product is fabricated in and imported directly from FDA audited sites which are approved by Health Canada.  The pilot was developed under the auspices of the RCC to provide interim relief from certain onerous requirements related to products currently classified as “drugs” while the development of Health Canada’s Self-Care Products Framework is underway. 

We propose expanding the Pilot to include E.U. facilities that are acceptable to Health Canada as well as additional Category IV and Oral Care products. This would be a meaningful example of regulatory cooperation and would result in commercially significant benefits for industry.


Align Ingredient Labelling Internationally

Ingredient labelling requirements should be aligned internationally according to the International Nomenclature of Cosmetic ingredients (INCI). Ingredient labelling is first and foremost about the safety of consumers.  It provides consumers, health professionals and regulators transparency about ingredients, thereby contributing to public health by making an ingredient identifiable no matter where the product is purchased. This is precisely why INCI names are not seen as “words” but as technical “codes” incorporating scientific and Latin pharmacopeia names understood by scientists and health professionals worldwide, and so do not require translation into national languages. 

Currently, the U.S. requirement for the use of English words for some 57 “trivial” names (e.g. “water” instead of “aqua”) triggers national language requirements which mean that companies must re-label the list of ingredients on a product or develop new packaging. It has been estimated that the U.S. FDA’s refusal to accept the full INCI adds over $113 million annually to the cost of their cosmetics exports to Canada alone (i.e. Canada must over-label “water” with either “aqua” or “water/eau”) and may result in similar costs for other jurisdictions. 

We suggest that Canada and the E.U. join efforts to advocate for the sole use of INCI nomenclature (without English trivial names) for cosmetics and personal care products in the entire international market including the U.S.


4. Align Small Package Labelling requirements
For cosmetic products recognized in Canada and the E.U. as so small that it is impossible or impractical to fully comply with labelling requirements, the regulations in both jurisdictions allow for the list of ingredients to appear on a tag, tape or card affixed to the product. For certain unpackaged products (e.g. loose bath beads), Canada allows for a “take-away” leaflet to accompany the cosmetic at the point of sale whereas the E.U. also allows for a “notice in immediate proximity to the container in which the cosmetic product is exposed for sale”.

Canadian manufacturers who import product from the E.U. must create a separate leaflet to comply with the Canadian requirements. They then experience significant issues with the practicality of replenishing leaflet supplies in retail stores and ensuring retailers make the leaflets available to consumers.  Health Canada has not objected to the European practice of allowing ingredient lists to be permanently printed on a product display and has allowed it for several years. However, the practice has not been formally recognized in Canadian regulation. 

We propose that Health Canada formally recognize and align with the E.U. approach for small product labelling requirements to allow companies to harmonize labelling and other materials for products sold in both Canada and the E.U. 


5. Collaborate on the Management of Chemicals (Canadian Chemical Management Plan and E.U. REACH Program)

Canada and the E.U. have been engaged for some time on their respective initiatives for the review and management of chemical substances with respect to human health and the environment.  The results of these processes determine if and how various substances are used in consumer products.  Consequently, both initiatives can inform or determine the ingredients available to product formulators, and thereby affect trade between Canada and the E.U. if the systems produce contradictory results.

As science should be consistent in all jurisdictions, it is expected that "science-based" assessments should generate the same or similar regulatory outcomes.  In practice, however, this has not always been the case when comparing regulatory outcomes between the CMP and REACH programs. Chemical management programs must be based on the most current science and data available, including the testing of "theoretical risk" or "precaution" against data derived from real-world testing, to ensure that the concern being addressed is real and that the actions being taken address or mitigate the concern in a meaningful way.

Industry suggests that it is incumbent for these chemical programs to regularly update their requirements to consider new advances in science and data and provide for testing of assumptions against real-world circumstances.  The apparent legal inability to assess substances against real- world experience, which is the case, for example, in the evaluation of the siloxane D5 in the E.U., can result in very different regulatory outcomes between the two jurisdictions without any actual benefit to the environment or human health.

We suggest better coordination between the CMP and REACH, including the full ability to use the most current science and real-world data in decisions making. This is necessary to ensure that the two processes can come to the same science-based regulatory outcomes.  Not addressing this issue risks the creation of unnecessary barriers to trade based on ingredient availability.


Once again, thank you for the opportunity to provide our feedback.  Please do not hesitate to contact me if you require more information or would like to discuss.

With best regards,
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Darren Praznik
President & CEO   //   Cell: 647-298-1152   //   E-mail: dpraznik@cosmeticsalliance.ca


