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January 8, 2018

Treasury Board of Canada Secretariat Regulatory Cooperation Directorate via e-mail: rcd-dcmr@tbs-sct.gc.ca
 420 Britannia Road East, Suite 102 Mississauga, Ontario L4Z 3L5


Dear Sir/Madame,

Re:  Regulatory Cooperation Council (RCC) Consultation – Feedback from the Cosmetics & Personal Care Products Sector

On behalf of Cosmetics Alliance Canada (formerly the Canadian Cosmetic, Toiletry & Fragrance Association or CCTFA), I wish to thank you for the opportunity to provide the RCC Secretariat with feedback regarding the initiatives currently underway to facilitate regulatory cooperation between Canada and the U.S. and the progress made to date.

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.

Our industry is highly integrated within North America, utilizing supply, manufacturing, and distribution networks across the continent. In order to maximize efficiencies, competitiveness, consumer choice and industry growth, RCC’s regulatory alignment initiatives are paramount in addressing the unnecessary and duplicative regulatory barriers that add cost and burden to industry.

 RCC  “ Over-the-Counter”  Product s Workplan

The initiatives under the “Over-the-Counter” Products technical workplan which are of particular importance to the cosmetics and personal care products industry are Work Stream B: Engagement on policy development as part of the Consumer Health Products Framework and Work Stream C: Alignment of Good Manufacturing Practices for Sunscreens.

Work Stream B: Engagement on policy development as part of the Consumer Health Products Framework

As you are aware, the complex legislative, regulatory, and administrative environment that is currently applicable to cosmetics and personal care products has resulted in a major regulatory reform initiative by Health Canada. Building on the work that began under the Consumer Health
Products Framework in 2014, the Self-Care Products Framework proposes a modernized approach to regulating all self-care products (including cosmetics, NHPs, and OTC drugs) under one set of regulations administered by one branch of government. Unlike the current system which includes three very different and inconsistent sets of regulations, 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 the process for bringing products to market, and eliminate many of the regulatory issues which now hinder cross-border trade.

Since 2016, Health Canada has conducted numerous consultation sessions across Canada on the proposed framework. Industry has been advocating for reform for over a decade and has been actively participating in the process, providing input and support. Health Canada is now working on developing the structural details of the framework including examining how these products would be classified, how health clams would be approved, and what would be the right set of tools for oversight.

Cosmetics Alliance remains actively engaged to ensure that cosmetics and personal care products are captured in the appropriate risk categories and that government remains on-track to deliver the necessary legislation/regulatory mechanisms. Accomplishing this new regulatory framework will be a major contribution for Canada in achieving the goals of the RCC in our sector.

Work Stream C: Alignment of Good Manufacturing Practices for Sunscreens
Depending on the classification of a product, both Health Canada and the U.S. Food and Drug Administration (FDA) require regular inspections or audits of manufacturing sites that supply
products to their respective jurisdictions. As most facilities manufacture for both the Canadian and
	markets, this means that these facilities are licensed and audited by both agencies with limited cooperation or coordination between them. The demand on the resources of both the regulators

who carry out these duplicate audits, and the manufacturers who must undergo duplicate audits, are
significant.

To date, the only tangible progress on this front that our industry has experienced has been the Sunscreen Pilot launched in early 2017 by Health Canada for the elimination of quarantine and re- testing requirements for sunscreen DIN products (not NHP products) imported from qualified FDA- inspected U.S. manufacturing sites. 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 the Self-Care Products Framework is underway. Notably, it recognized that no similar quarantine and re-testing process is required by the U.S. FDA for the same products manufactured in Canada and imported into the U.S.

In October 2017, Health Canada officials announced that they were undertaking an evaluation of the pilot.  Cosmetics Alliance submitted data consolidated from our members who are participating in the pilot to make the case for its extension. We have also been advocating for an expansion in the scope of the pilot to trusted facilities outside the U.S. (i.e. Mexico, E.U., Japan, Australia) and to other low- risk drug product categories of interest to our members (i.e. anti-dandruff and anti-acne products).

It was finally announced on December 22, 2017 that the sunscreen pilot would be extended indefinitely. However, no plans for expanding the pilot to other low-risk products categories has yet been announced.

Observations and Suggestions
Cosmetics Alliance and our member companies fully support the objectives of the RCC to facilitate regulatory cooperation between Canada and the U.S. We also appreciate the efforts underway to
deliver upon the technical workplans. Our observations and suggestions are specific to progress on
the “Over-the-Counter” Products technical workplan and our interactions with Health Canada.

Overall, we believe that the concept of bringing together Canadian and U.S. departments with health, safety, and environmental protection mandates to foster the alignment of regulatory systems between our two countries is an important objective, particularly when serving essentially the same consumers, however:

	RCC is lacking a champion within the Federal Government who has the mandate, position, authority, and ability to deliver the systemic changes needed across government to make such cooperation a regular part of our regulatory and policy development.


	The over-arching objectives of the RCC must become imbedded in the thinking of the regulatory departments and agencies, particularly Health Canada, to support a practical, working-level approach leading to tangible results.


	As to the Department that most affects our sector, it is our view that there is no sense of accountability within Health Canada and progress is moving far too slowly with few meaningful results.


	More specifically, the objectives of the RCC have not filtered down to the RORB of Health Canada. This is apparent in the development of shared facility inspections between Health Canada and the U.S. FDA. To date, no apparent progress has been made, yet developing a means of coordinating and sharing facility inspections would significantly reduce unnecessary burden and cost.  Consumers on both sides of the border trust both regulators, yet our regulators cannot seem to develop the trust necessary between them to reduce duplicitous inspections.


With respect to the extension of the Sunscreen Pilot, the delay in announcing its extension and the lack of movement on expansion has reinforced to our industry that it’s importance as a RCC objective is not fully appreciated, or that the goals of the RCC are not yet embedded in the thinking and policy development of this branch. Significant staff turnover seems to be making this situation even more difficult.

Simply put, it is our opinion that the work to facilitate regulatory cooperation between Canada and the U.S. has not yet become imbedded in the regulatory/policy development process as originally intended and that a greater and more effective effort is required.

Once again, thank you for the opportunity to provide our feedback to the RCC Secretariat.  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

