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September 3, 2019

Mr. Brennen Young
Director, Policy and Strategic Planning
Regulatory Affairs Sector
Treasury Board of Canada Secretariat

Email: RCD-DCMR@tbs-sct.gc.ca

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

Dear Mr. Young,

Re: Regulatory Modernization – Request for Stakeholder Comments

On behalf of Cosmetics Alliance Canada, thank you for the opportunity to provide comments in
response to the Canada Gazette Notice published on June 29th, 2019 regarding the Treasury Board
Secretariat’s (TBS) Regulatory Modernization Initiative.

The input in this submission augments our September 15, 2018 submission (attached) made as
part of the First Round of Targeted Regulatory Reviews and which continues to be valid and critical
to the success of our industry.

Cosmetics Alliance Canada is also supportive of the comments provided by The Consumer
Products Alliance for Innovation and Growth of which we are a member – notably the
recommendations to:

1. Enable the direct-to-consumer sampling of low risk cosmetics and personal care products
making a therapeutic claim (e.g. sunscreens, antidandruff shampoos, toothpastes) and
classified as a drug in Canada;

2. Review the currently outdated approach to the labelling of products with a view to allowing
the use of modern communication methods and technological tools, instead of traditional
packaging labelling (e.g. “electronic label extensions”); and

3. Integrate a step into the regulatory development process to better understand and
strategically manage the impacts of e-commerce with respect to compliance, consumer
safety, and Canadian competitiveness.

The cosmetics and personal care products sector is a highly integrated international industry,
dependent on open markets and transparent, consistent regulatory environments. Although Canada
may be a significant importer of these products, it is also a major exporter with several dozen
manufacturers (employing thousands of Canadians) - who specialize in new product development
and innovation. Cosmetics Alliance Canada’s member companies that manufacture in Canada
advise that they export between 70% to 90% of their Canadian production.

The TBS’s Regulatory Modernization Initiative has the opportunity to address existing regulatory
inefficiencies and barriers to create or expand commercially meaningful results including industry
growth, increased exports, competitiveness, and innovation as well as better products and more
selection for consumers.

mailto:regulatoryreviews-examensreglementaires@tbs-sct.gc.ca
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Self-Care Products Framework: Our #1 Priority for Modernization & Innovation – And Still
Waiting!

While we appreciate the TBS’s efforts to modernize the Canadian regulatory system, we continue to
believe that Health Canada’s new Self-Care Products Framework is the over-arching solution to
modernizing how Canada regulates self-care products (which includes cosmetics, natural health
products, and non-prescription drugs). As such, we continue to urge the TBS to support Health
Canada in GETTING ON with FINALIZING and IMPLEMENTING the Self-Care Framework. This
is our first and foremost recommendation which is outlined further below.

WHO WE ARE & HOW WE ARE REGULATED

Cosmetics Alliance Canada is the leading industry association and the principal voice of the
cosmetics and personal care products industry in Canada which represents some $10 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 we represent include:

• soaps and cleansers

• skin care such as moisturizers,
sunscreens, acne and diaper
rash products

• hair care including shampoos,
conditioners, anti-dandruff,
styling products, hair dyes

• oral care such as toothpastes
and mouthwashes

• make-up, colour cosmetics,
perfumes

• nail care, lip-balms, and more

These products are either cosmetics, drugs, or natural health products
(NHPs) in Canada depending on the claim(s) made and the active
ingredient(s) contained in the product. They are currently governed by one
of three differing sets of regulations under the Food & Drugs Act,
administered by two different branches of Health Canada.

As detailed in our September 15, 2018 submission (attached), this results
in a host of complexities and inconsistencies resulting in unnecessary
regulatory burden, cost, and resources to both industry and government
with no demonstrated benefits to consumers.

The visual to the left illustrates this issue for something as simple as a
lipstick. Consumers see no significant difference, yet under the current
Canadian regulatory structure, these products are treated very differently
with significantly different regulatory requirements and resulting costs.
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The Self-Care Products Framework is the over-arching solution to
MODERNIZING how Canada regulates cosmetics, natural health products, and

non-prescription drugs and will SOLVE many of our sectors issues which
currently hinder INTERNATIONAL TRADE and Canadian COMPETITIVENESS.

OUR RECOMMENDATIONS and COMMENTS

1. TARGETTED REGULATORY REVIEWS

A) Implement Health Canada’s Self-Care Products Framework – the over-arching solution to
modernizing the regulation of cosmetics, NHPs, and non-prescription drugs

The outdated and overly 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 consistent and easier to understand for both consumers and industry. This will
ultimately eliminate unnecessary regulatory burden, minimize cost, simplify processes, and eliminate
the regulatory issues which hinder international trade and Canadian competitiveness. Equally
important, it will also prevent the addition of unintended and unnecessary regulations to products
simply because they are caught under an existing definition of “drug”.

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. In practice, the new Framework is expected to bring Canadian regulations into
greater alignment with our trading partners, thereby addressing barriers and creating meaningful
benefits for industry.

We are still anxiously waiting for its completion and implementation! This must also be a priority for
the Treasury Board Secretariat.

B) Expand Health Canada’s “Sunscreen Pilot” to toothpastes, mouthwashes, anti-dandruff
shampoos and other low risk drug products (as identified in CUSMA and the Self-Care
Products Framework)

Low risk cosmetics and personal care products making a therapeutic claim (e.g. sunscreens, anti-
dandruff 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 jurisdictions that comply with Canada’s Drug GMP standards at a facility
included on the manufacturer’s Drug Establishment License granted by Health Canada and subject
to Health Canada inspections.

This results in duplicate testing with unnecessary cost and delay for products imported 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 product, per year, to the
cost of bringing these products into Canada. Conversely, no similar quarantine and re-testing
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Health Canada’s “Sunscreen Pilot” should be immediately expanded to include
other low risk products to provide industry with interim regulatory relief.

Acceptance of INCI nomenclature, without translation, must be consistently advanced
across Health Canada and across cosmetic, drug, and NHP products to reduce the
unnecessary burden and cost of re-labelling, and to enable trade and competitiveness.

process is required by other jurisdictions (e.g. U.S. or E.U.) for the same products manufactured in
Canada and imported into these jurisdictions.

Health Canada currently has a Pilot underway for sunscreen drug products imported from various
approved jurisdictions which exempts them from the quarantine and re-testing requirements. The
Pilot was initially 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.

Health Canada has already made the determination that these products should NO longer require
the quarantine and duplicative re-testing which the Pilot eliminates for sunscreens. This safety
determination has also been made by Health Canada in both the Self-Care Framework and Canada-
United States-Mexico Agreement (CUSMA) which provides for its elimination.

Further details can be found in our recent letter (July 24, 2019) to the Deputy Minister of Health
which is attached.

There is NO consumer safety need that justifies the continuation of this unnecessary and costly
requirement!

C) Incorporate International Standards into Regulation - INCI Nomenclature

Ingredient labelling requirements for cosmetics and personal care products 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 consumer

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 in other jurisdictions which mean that
companies must re-label the list of ingredients on a product or develop new packaging when
products cross borders. It is 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.

While Canada should advocate for the sole use of INCI nomenclature (without English trivial names)
internationally, it must also drive for consistency here at home. A recent example includes Health
Canada reviewers demanding translation of INCI nomenclature on low risk drug product labels under
the auspices of Health Canada’s Plain Language Labelling Initiative.
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Health Canada’s failure to fully appreciate the importance and applicability of international ingredient
nomenclature undermines its use and benefits to both consumers and manufacturers.

RED TAPE REDUCTION ACT

The cosmetics and personal care products industry has NOT seen any benefit with respect to the
Red Tape Reduction Act (RTRA). While the objective of the RTRA is to control the administrative
burden that regulations impose on business, our industry has in fact experienced an increase in
regulatory burden since the inception of the RTRA due to its failure to address the systemic root
cause of the inefficiency in the regulation of our products.

In our experience, addressing regulation in a piecemeal manner, such as “one for one” initiatives,
can take away from the fundamental and systemic “re-think” of regulatory frameworks which is
required for long-term and meaningful change. This is why the Self-Care Products Framework is so
important and illustrative of what is needed for real regulatory modernization.

An example of legislative amendments post the RTRA that worsened the situation was the passage
of “Vanessa’s Law” in 2013. This legislation amended the Food & Drugs Act to modernize some
outdated aspects of “drug” regulation. However, this limited reform did not address or even consider
the systemic problem and so further widened the regulatory gap between cosmetics, drugs, and
NHPs. For example, the penalty for a non-compliant “drug” toothpaste or sunscreen was increased
to $5,000,000 while the penalty for the same “NHP” or “cosmetic” toothpaste is only $5,000!

Further, the amendments created a new definition of “therapeutic product” which included drugs and
medical devices, but specifically EXCLUDED NHPs. Was this saying that an NHP toothpaste has no
therapeutic value? Try to explain these regulations to consumers, or to manufacturers trying to
formulate new products in Canada, or even to other international regulators.

More recently, the Government’s initiative to implement Plain Language Labelling for drugs and now
NHPs has been a “nightmare” for industry as it has been undertaken out of sequence with the larger
Self-Care Products Framework reform. Consequently, two sets of new labelling requirements have
been developed (for drugs and NHPs) which will eventually have to be aligned under the new
Framework. This has led to confusion, unnecessary and costly label changes, and Health Canada
having to develop “flexibilities” in an adhoc manner. This all could have been avoided had the then
Government of Canada heeded industry’s advice to undertake labelling reform as part of the Self-
Care Products Framework.

These situations are just a few in a long line of the misapplication of new regulations in our sector
that have been discouraging to industry and ultimately innovation in our sector in Canada. Other
frustrating and costly examples include:

• Application of “pharmaceutical” good manufacturing practices (GMP’s) to “active ingredients” in
cosmetics and personal care products defined as “drugs”, even when the GMP’s were neither
designed for these products or intended to be applied by Health Canada. The costs were
estimated to have been in the millions of dollars as it would have imposed pharmaceutical drug
regulations on suppliers of substances never intended to be included in these regulations, and
likely have driven many of them out of the business of supplying our manufacturers. This outcome
was avoided through the use of what is now a long-standing “pilot” which we negotiated with
Health Canada.

• Requiring these same products to be quarantined upon importation and subjected to
“confirmatory re-testing” of the active ingredients, even when such testing was just performed ata
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Health Canada licensed manufacturing site (and the re-testing is not even required to be submitted
to Health Canada). This is estimated to add over $100K per year per product.

• Costly application of Plain Language Labelling Requirements (Drug Facts Box) to product labels
for products that were not intended to be included.

In each of these cases, Health Canada has had to use, or is currently being asked to use, its
“administrative discretion” or “pilot projects” to patch work around the unintended consequences of
having an outdated regulatory framework and product definitions. In all cases, the unnecessary
added burden in time, energy and costs have all contributed to discouraging innovators in the
Canadian market. From our perspective, a thoughtful systemic approach is always better than
haphazard “one off” initiatives.

The following visuals further describe the regulatory gap between cosmetics, drugs, and NHPs as
well as some of the costs and burdens to industry.

EXPLORING OPTIONS TO LEGISLATE CHANGES TO REGULATORY MANDATES

Our industry appreciates that Health Canada’s mandate should have as its primary focus the health
and safety of consumers. However, its mandate should also include consideration of the economic
consequences of regulation and its operation, ensuring that the regulation is necessary and can be
administered efficiently. In other words, it should be determined that regulation is the most effective
means of addressing a real and identifiable consumer safety need AND that it can be administered
efficiently to address that need (including considering factors such as cost, regulatory alignment,
environmental impact, and so on).
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The cosmetics and personal care products sector is a highly integrated international industry,
dependent on open markets and transparent, consistent regulatory environments. Regulators have
only recently begun to appreciate how highly integrated our industry is globally and the need for
alignment of international regulatory requirements. Regulators should seek to better understand and
consider global markets and supply chains as they craft new regulations.

The cost of compliance versus the benefits in achieving the purpose of the regulation must be
measured and assessed. Regulations and decision-making must also always be premised on
sound-science and risk-assessment, i.e. the same approach to same-risk products (whereas today,
NHPs may make the same claims as drugs but have separate and different rules of evidence - some
of which are not science-based and so not identifiable to consumers).

In the development of regulations, regulators also need to ensure that innovation is not impeded. In
the case of our industry, the current regulatory model heavily impedes innovation whereas the Self-
Care Product Framework is set up to be world-leading in encouraging innovation in our sector.
Hence, the need to get on with finalizing and implementing the new Framework!

Finally, the “day to day” administration of regulations can be just as important to regulatory reform
and encouraging innovation as the regulations themselves. Considerations discussed in our
September 15, 2018 submission (attached) include the importance of:

- continuity of regulatory staff (observation: high turn-over of Health Canada staff);
- subject-specific expertise (observation: lack of expertise among regulators on critical matters);
- appropriate regulators for the products being regulated (administration of “like” cosmetics,

drugs, and NHPs should be under-taken by ONE directorate with the necessary expertise and
not the current two different branches).

SUGGESTION FOR THE NEXT ANNUAL REGULATORY MODERNIZATION BILL

The recommendations and comments provided above and in the attached supporting documents
should be considered for the next annual Regulatory Modernization Bill, if not sooner via other
legislative or administrative/policy means (Self-Care Products Framework, Sunscreen Pilot
Expansion, etc.).

Overall, we would suggest that as a general principle legislation should empower the creation of
regulation as much as possible rather than being prescriptive within the legislation. Our experience
is that overly prescriptive legislation tends to “carve in stone” provisions that can quickly become
outdated or have unintended consequences. The more requirements and administrative details that
can be addressed in regulation, or even guidance documents, the more likely that adjustments can
be made to address changing circumstances, evolving technology, or unintended consequences.

Some examples of duplicative or redundant requirements and outmoded technologies and practices
found in Canadian legislation or regulations affecting our industry currently that should be addressed
include the following:

Removal of tamper-evident packaging requirements for topical NHPs
Many NHP products are imported into Canada and this is not a requirement in other jurisdictions
(importantly the U.S.). As such, the tamper-evident packaging requirement within the NHP
Regulations adds significant costs to Canadian industry as they must add the tamper-evident feature
once the product comes into Canada. Removal of the requirement would result in harmonization with
the U.S. and other jurisdiction and reduce trade barriers.
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Facsimile
Canada’s Food & Drugs Regulations make reference to “facsimile number” in applications for Drug

Establishment Licences, Clinical Trials, Dealer Licenses, and so on, while the Natural Health

Products Regulations also makes reference to “facsimile number” with respect to applications for

Product Licenses, Sites Licences, and Clinical Trials.

Record Keeping
Canada’s Drug Establishment Licensing, Good Manufacturing Practices (GMP), and Volatile Organic

Compound rules all have requirements for companies to keep physical records on Canadian soil,

rather than simply be “made available upon request” which would allow records to be stored

physically at a foreign site and/or be stored electronically to be downloaded/shared immediately

upon request by the government.

Product Retains

Canada’s Food & Drugs Regulations require companies to keep product retains in Canada, although

there is a “policy exemption” that allows for keeping product retains at a location outside of Canada

(Alternative Sample Retention).

Thank you for the opportunity to provide input. Please do not hesitate to contact me if you require
more information or would like to discuss. We would also hope that by this time next year, should
you be undertaking a similar consultation, that the Self-Care Products Framework will be well on its
way to being implemented!

Sincerely,

Darren Praznik
President & CEO
Cosmetics Alliance Canada
Cell: 647-298-1152
E-mail: dpraznik@cosmeticsalliance.ca

mailto:dpraznik@cosmeticsalliance.ca
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