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About CPCA

Since 1913, the Canadian Paint and Coatings Association (CPCA) has represented Canada’s major paint and coatings manufacturers, and their industry suppliers and distributors in three primary product categories: architectural paints, industrial products and automotive coatings. This represents more than 85 percent of the value of all paint, coatings and adhesives manufacturing in Canada. CPCA members have more than 260 paint manufacturing establishments, own more than 3,000 retail outlets, supply products to another 5,000 retail stores and more than 7,500 auto body shops. This represents annual retail sales of more than $12.3 billion, employing directly and indirectly 87,000 employees.

About ACA

The American Coatings Association (ACA) is a US-based, national industry trade association representing companies that make paint as well as their supply chain partners. ACA also serves as Secretariat to the International Paint and Printing Ink Council, Inc.  (IPPIC), a global non-governmental organization whose membership is
comprised of national and regional trade associations representing the paint and printing ink industry around the world.


Greater Alignment Critical for the Biocides Review and Registration Processes Between Canada and the United States as Part of RCC Action Plan 3.0

At a Regulatory Cooperation Council (RCC) webinar held on June 14, Canadian and U.S. officials stated that the RCC continues to recognize the importance of maintaining the integration of the Canadian and U.S. economies. This requires open and fair trade as well as the related benefits derived from increased regulatory alignment with respect to current and future priorities. RCC officials also confirmed that any issues with current regulations and/or guidance or applied methodology must be considered among the priorities to be added to the new Joint RCC Action Plan, namely RCC 3.0, which will be finalized at the end of 2017. This could reference significant differences in the way both agencies assess and implement restrictions of use for biocides in products. Therefore, the Canadian Paint and Coatings Association (CPCA), supported by the American Coatings Association (ACA), would like to propose addressing an ongoing issue related to evaluation and re-evaluation of authorized biocides commonly used in Canada and the United States.

Decisions that are not aligned with other jurisdictions or lead to negative decisions by governments with respect to substances used in paint and coatings, as in the case of recent decisions on several biocides in Canada in 2017, can quickly lead to negative impacts such as:

	Trade disruptions and difficulties in the management of stocks for North American trade
	Elimination of products with high penetration in the Canadian marketplace
	Reformulations  required  for products with substitutes that are not always cost- effective, have poor performance or are simply unavailable
	Loss  of  revenues  and  jobs  due  to  discontinuation  of  product  lines  negatively impacting small- and medium-sized business disproportionately
	The potential of creating a negative image for industry from banning key biocide use suppressing Canadian sales


Industry wants none of these negative impacts to become a reality and alter the business plans of paint and coatings companies in Canada.

Biocides are critical antimicrobial active ingredients used in paint and coatings as a preservative to protect the integrity of the in-can content and films applied on substrates during the curing time. These are critical active ingredients for water-based
coatings, which are more susceptible to various microorganisms during transport, shelf- life and application. These waterborne coatings now comprise more than 95 percent of architectural paints used in North America. The few remaining biocides that are still authorized in Canada for the same purpose are currently scheduled for re-evaluation over the next several years. Data gathering efforts are underway by regulators signalling that changes are being contemplated for those as well. It these biocides are treated the in the same manner as recent decisions have shown, the manufacture and importation of latex paint will be greatly impacted in Canada. Accordingly, we recommend that the active, registered ingredients in question be added to the list of priorities for RCC 3.0 to ensure an alignment process is fully implemented within the next two to three years. This effort, we believe, will reverse the unwarranted trend towards banning and/or restricting use of essential biocides used in latex (waterborne) paint in Canada. To our knowledge, the current across the board bans, which will soon be implemented in Canada by the PMRA have no current equivalent in the United States or in any other international jurisdiction.

Differences Between Canada-U.S. Biocide Registries and Related Risk Assessment Process Continue to Widen Causing Competitive Issues for Manufacturers in Both Countries

In 2013, when the priorities were identified for RCC 1.0, CPCA and ACA both attempted to resolve the misalignment of the biocides registration database of the Pest Management Regulatory Agency (PMRA) and the U.S. Environmental Protection Agency (EPA), Office of Pesticide Programs. Since that issue was raised with the RCC, the paint industry has seen several restrictions on key biocides already in use and this has required and will require further extensive product reformulation and testing. It also raises real concerns with respect to struggling with the difficulties related to a much narrower selection of biocides currently authorized for use in both Canada and the U.S.

Since CPCA and ACA raised the issue, the PMRA also initiated an active review and re- evaluation of many in-can and film preservatives registered in Canada. Over the past two years, this problem has been compounded for industry doing business in Canada, particularly when the PMRA ‘expedited’ final decisions regarding many registered preservatives/fungicides that will soon be severely restricted from their normal and effective use levels. These final decisions did not consider critical data that would be supplied from ongoing studies in the U.S., soon to be completed early in 2018, or consultations with the users/manufacturers on specific use and exposure scenarios. These decisions have been made in Canada, while neither the U.S. EPA nor other equivalent agencies in the EU or around the world have reached the same conclusions. This is now at a point where the result may not only be a lack of competitiveness but it could also create public health issues due to spoilage of products, which do not contain proper biocides to prevent microbial growth. Please note that the current restrictions and bans, proposed or final, to be imposed by the PMRA in 2018 and 2019, will also
affect other product categories, not only paint and coatings, but adhesives and sealants and many other related products.

In-can or film preservatives, including fungicides, are essential elements of Canadian and American chemical product formulations and thus production. Paint manufacturers and manufacturers of other chemical sectors must already deal with the challenge of a much narrower list of authorized preservatives for both Canada and the U.S. We fear that this list of preservatives may become even narrower as several other preservatives are due for assessment under the current PMRA framework, that is, in the mid-term under the PMRA 5-year framework (2017-2021) and over the long-term under the PMRA framework (2022-2031).

Context: Description of the Areas of Concern and Market Changes

For five registered preservatives in Canada, final decisions were published or are still pending in 2016-2017. These are likely to cause the registered product to either be banned or not registered for use in paint and coatings or in wood surface preservation. These essential products are: Octhilinone (OIT), Sodium Omadine, Diborate Barium, Chlorothalonil and Pentachlorophenol. Furthermore, for another preservative (CMIT/MIT), unjustified restrictions were also published in December 2016 that imposed changes to its current use levels. This was done without early notification or formal consultation with the registrants or users, the manufacturers. These use restrictions essentially render the substance ineffective for the intended purpose as a preservative. The PMRA has also scheduled several other key preservatives for re-evaluation assessment (folpet, dazomet, diodofon), with proposed decisions pending in 2017 or in the first part of 2018. These preservatives are also used in paint and coatings.

CPCA and several U.S. groups, such as the American Coatings Association and the American Chemistry Council (Biocides Panel), have raised concerns with the current methodology used by the PMRA in conducting risk assessments. New reports will be published by the ACC Biocides Panel (January 2018), which will serve to correct errors in the assessment parameters being used by the PMRA, which resulted from the existing PHED database used by the Agency. If not rectified, these will continue to entail the application of much stricter uncertainty factors and the consideration of unnecessarily extreme exposure scenarios in risk assessment methodologies.

The ACC Biocides Panel has shared some of its findings with US EPA officials, who seem to agree with making such corrections. But until these changes are fully discussed and implemented by both agencies, the recent final decisions published by PMRA for ‘highly functional’ in-can and film preservatives will be enforced per the implementation schedule. Uses for paint and coatings will have to be discontinued. Unfortunately, this will adversely affect targeted industry sectors, primarily paint and coatings. This, in turn, will force industry to reformulate many products over a very short period of time, which some consider to be unrealistic and costly. Companies in Canada will simply cease
manufacturing in Canada and those shipping products to Canada will cease those shipments that are no longer permitted. Canadian-based paint manufacturing companies will be severely impacted as these reformulations, and related testing, are very costly and time consuming. We do not want this to be the first time there has been an unfair trade practice by a sovereign country against its own industries as well as that of our largest trading partner.

The paint industry is also aware that there are new considerations related to Canada’s handling of treated articles by the PMRA, that is, the approach for ensuring products that incorporate biocides, and other substances, should only contain those, like biocides, which are registered in Canada. Given the significant current misalignment between the U.S. and Canadian Biocide Registries and significant differences in the current evaluation/re-evaluation assessment approach and methodologies, these key messages have the potential to engender further trade impediments between our two countries. All this is at a crucial time with efforts underway to streamline NAFTA for greater alignment, not less.

Impacts: Current U.S.-Canada Misalignment on Biocides Registration

Social, Health, Environmental and Cost-benefit Analysis of Increased Alignment

CPCA represents more than 60 Canadian and U.S. suppliers of chemicals and manufacturers of industrial, automotive, residential and commercial paint and coatings, including adhesives and sealants. Estimated total impact on the Canadian economy is in the order of $12.3 billion with direct employment of 88,106. CPCA represents more than 75 per cent of the total value and sales of paint and coatings products in Canada. Such products are used in virtually all goods manufactured in both Canada and the United States by residential and commercial consumers. Therefore, any disruption in paint stocks can have a tremendous impact on the supply chain in residential and commercial/industrial sectors. The majority of CPCA manufacturer members are SMEs, which are often small, family-owned businesses but not all are CPCA members. CPCA believes that all Canadian paint production and the entire supply chain could potentially be affected by further restrictions on the list of registered biocides.

For the paint and coatings sector specifically and for one preservative/fungicide, OIT, the recent PMRA decision to ban OIT for Canadian products has the potential to affect a major part of the exterior paint products segment. For example, this preservative is applied in an architectural or decorative context, and is estimated to represent 35 per cent of the total value and 20 per cent of the total volume of architectural sales ($1.1 billion of sales and 205 million litres of product in total). Moreover, this decision will also negatively affect a large part of the interior and exterior industrial/automotive paint
file_5.wmf
 




products market. These products are used in OEM facilities and on industrial sites, including both interior and exterior products for essential maintenance of equipment.
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The cost/benefit analysis with RCC’s involvement on OIT alone, could help address what will be a direct, negative impact with a potential estimated impact anywhere from $125-
$190 million in paint sales in Canada, shipping or wholesale prices. That impact analysis was not completed fully, but one large multinational paint company manufacturing in Canada indicated that more than 100 of its products would be impacted because of recent actions restricting biocides in Canada. There will be added costs of having to reformulate, field test and certify new products, delaying and/or preventing new products from getting to market. This cost has not yet been factored into the equation. The resulting impact could therefore be greater as it would encompass many of the industrial paint products used in shops and in other fully controlled work environments.
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More costs are also expected for other substances such as sodium omadine and CMIT/MIT. These costs have not been compiled to date nor has the cumulative impacts of having several restrictions imposed at once. This is an issue as mixtures of substances 
may not be compatible with any of the remaining biocides for in-can or film preservatives that are still registered for use in Canada. The remaining authorized ingredients used in new formulations may not be completely safe when used in products due to the presence of an extensive list of microorganisms or pathogens (or emergence of new ones) that have greater potential to develop in paint cans and films
leading to disease in humans.


It should also be a routine exercise for the PMRA to assess socio-economic impacts of any severe restrictions or bans proposed for such biocide use. The US EPA Office of Pesticide Programs conducts socio-economic impact assessments regularly in the US. This is also particular to PMRA, as regulatory actions undertaken by other Canadian governmental departments, such as Health Canada and Environment and Climate Change Canada under CEPA, 1999, are required to be assessed with consideration for socio-economic impacts prior to publication of final decisions.

Issues with the PRMA Regulatory Texts and Current Review Process Regulatory Text: Suggested Improvement
	The provision of a one-year stop-manufacturing and a one-year stop-selling period are part of the withdrawals of registrations imposed under bans or use restrictions under the Pest Control Products Act. For cancellation of uses for biocides in specific sectors, Canadian registrants may have up to 2 years in which to comply. However, these timelines are not always appropriate for the end users (paint manufacturers), given that reformulations cannot always be completed in the two-year timeframe, especially when there are few alternative preservatives suitable as replacements. Any ban of

preservatives or requirements to comply with severe restrictions in the levels of use for others will force individual Canadian manufacturers to remove hundreds or thousands of products from the market at once. For the Canadian paint companies facing the challenge of reformulating a major part of its product offering—and expected to do so in record time—there is also the challenge related to the lack of suitable replacements, ones which are readily available and chemically compatible for functional coatings.

	With no alternatives assessment conducted by the PRMA, further uncertainty exists given the fact that any substitute, which might be used may not even be authorized for use given that the few remaining registered biocides are also up for re-evaluation over the next several years. Given the current trends, we fear current PMRA assessment methodology and cluster analysis for the sector, if not aligned, may lead to final decisions to ban some of the few critical biocides still authorized for use in Canada by PMRA, while acting in isolation of the US EPA process and timelines. All of this causes great uncertainty for paint and coatings companies.


	The development, testing/certification and launch of just one new product requires more than a year. To reformulate hundreds or potentially thousands of new products for paint companies would obviously take even more time given the volume for some. Therefore, the timelines in the current Pest Control Products Act should be amended and made negotiable and flexible to cover situations where large portions of one or more industrial sectors are negatively affected by bans or severe restrictions of use of biocides in formulated products.


	It should be possible for both the U.S. and Canadian pest management agencies to amend a final re-evaluation decision before its implementation phase begins or to re- initiate the whole re-evaluation process based on late comments and objections filed. And, these would necessarily include socio-economic or cost impact analysis, new exposure information for the sector, or contextual technical difficulties with which to comply (i.e. no substitute available to cover certain types of biocontamination in specific mixtures) and real alternatives assessment. Objection should not just be based solely on scientific toxicological data. For example, a final decision can be amended to narrow the scope of a ban for specific categories of products or it can be more precise on the status of certain mixtures that are prepared using some pre-mix or raw material ingredients. These may not be considered for re-evaluation or a ban, but may be inadvertently incorporated into mixtures targeted by a ban.


	Both agencies should also consider other means of mitigation besides outright bans, restrictions in concentration levels or labelling restrictions. The adoption of codes of practice, performance agreements and specific guidelines in each sector should also be considered as ways to approach specific concerns for certain biocides.


	New approaches on treated articles are to be disseminated in 2018 by PMRA, which could have additional, negative impacts on the U.S. manufacturing industry, given the



policy uncertainty that has prevailed to date and the significant difference between the
U.S. and Canadian registries at the present time.

Evaluation and Re-evaluation Review Process for PMRA vs. U.S. EPA

Both agencies focus on registrants’ input only and do not effectively involve ‘users’ or manufacturers of in-can or film preservatives during the initial stages of the evaluation or re-evaluation process.
	The PMRA does not follow the exact same risk assessment methodology as does the

U.S. EPA, but rather it applies stricter uncertainty factors in its risk assessment thus leading to unrealistic exposure scenarios and misaligned or inconsistent registrations and re-evaluation decisions.
	Both agencies should use the same databases for risk assessment, including exposure scenarios and the application of the same uncertainty factors.
	When significant disagreement is expressed in one country with respect to a proposed or final decision, agencies in both countries should convene a review panel chosen from subject matter experts, including but not limited to: non-governmental organizations, academics, private sector representatives, consultants, former federal or provincial public servants, or even international experts.
	Specific consultation periods following the publication of decisions should be made more flexible at all stages (120-day instead of 60-day periods) or able to be extended to some degree as needed. These should be considered on a case-by-case basis, particularly when a path forward is pursued by one agency and not the other, or when a strong disagreement exists between registrants and users and one of the agencies.
	Both agencies should also use the same databases for risk assessment, including exposure scenarios and the application of the same uncertainty factors.


Objectives and Expected Results for RCC Involvement on Biocide Registration

Develop an Assessment Collaboration Framework to increase alignment on the evaluation and re-evaluation review process for biocides/pesticides between the two countries for related decisions.
	Ensure further alignment and flexibility mechanisms are in place between American and Canadian policies for “treated articles.”

Recommended Solutions for the RCC on Biocides Registration Alignment

Establish an “expert working group” to discuss and identify a new process that would improve consultation between registrants and users in both countries, which includes


consideration of the socio-economic impacts and technical difficulties regarding decisions on bans or severe use restrictions, including the related impact on registrants and targeted users or entire sectors.
	Ensure complete and full analyses on the cost-effective availability and feasibility of remaining alternatives in the implicated sectors before final decisions are rendered.
	Establish an “expert working group” to define ways to improve the information gathering process for scientific data or incidents as well as contemplate other ways to mitigate risks beyond bans, use levels or labelling restrictions. Similar to the toxics management program in both countries, the possibility of establishing workplace performance agreements, codes of practice, mandatory use of various educational tools should all be further explored as an effective means to control and limit releases and exposure to biocides in specific contexts.
	Recommend and establish national funding programs with international coordination that would extend research and development efforts to develop new, safe alternatives for in-can and film preservatives, which can be used in both countries. In the absence of viable alternatives, industries will be uncompetitive and doomed to severe economic consequences should bans or restrictions be imposed in both or, worse, in one country and not in the other. This is especially the case when no technical solution or substantiation is provided. Industry is always open to informed substitution and the use registration and availability of new, cost-effective and sustainable alternatives.
	Conduct recurrent bilateral workshops between the two agencies with the aim of maintaining alignment and consistency in the review process and regulatory changes. Lessons learned from cases should be discussed at these forums and ways to improve the review process should be concurrently implemented.
	Revamp both agencies’ websites to make it searchable for users in general (not only for registrants) with respect to current frameworks, review stages, available publications, etc. Automated publication feed systems should be made more functional and accessible. It should be simpler for users to submit comments with respect to PMRA decisions and such comments must be considered in ongoing assessments.


Bi-national and International Support

There is a dire need for more cooperation and alignment going forward with U.S. agencies and other countries, more specifically the EU with respect to the use of in-can and film preservatives.

Thank you for the opportunity to make this submission on the Canada-U.S. biocides registration process, which is of vital importance to the paint and coatings industry, including adhesives and sealants, and many others. CPCA and ACA are hopeful that it
will  be  fully  addressed  in  the  context  of  RCC  3.0.  We remain available to provide additional information or further discussion should it be necessary.

Regards,
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Gary LeRoux President & CEO
Canadian Paint & Coatings Association
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Stephen Sides Vice President Global Affairs
America Coatings Association

