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Towards Greater Growth for Canadian Agriculture



SUBMISSION ON CANADA – U.S. REGULATORY COOPERATION TO TREASURY BOARD SECRETARIAT
CROPLIFE CANADA


CropLife Canada –  Who We Are

CropLife Canada is the trade association representing the manufacturers, developers and distributors of plant science innovations, including pest control products and plant biotechnology, for use in agriculture, urban and public health settings. We are committed to protecting human health and the environment and we believe in driving innovation through continuous research.

CropLife Canada is a member of CropLife International, a global federation representing the plant science industry and a network of regional and national associations in 91 countries.

Our mission is to enable the plant science industry to bring the benefits of its technologies to farmers and the public. Those benefits manifest themselves in many different forms, including safe, high quality products for Canadians, driving agricultural exports, job creation, strengthening the rural economy and increased tax revenue for governments.



Enhancing the Canadian Advantage in Agriculture

There has never been a better time to strengthen and enhance Canada’s competitive advantage in agriculture than right now. The immense potential of Canadian agriculture was recognized in both Budget 2017 and by the Advisory Council on Economic Growth, Chaired by Dominic Barton. As Mr. Barton wrote in his report:

“The Canadian agfood sector has great potential, given the large natural endowment of water and arable land, distinctive record of accomplishments in research, and exceptional base of companies and entrepreneurs. This sector also has exposure to favourable global market trends including demand from fast-growing Asian economies where protein consumption is on the rise. These assets, coupled with the scale of the existing obstacles, provide the potential for material economic gains for Canadians while also providing a blueprint for how the government and private sector may work together to unleash Canada’s potential in other sectors.”

The paper sets some lofty targets such as increasing Canada’s share of global agricultural exports to 8 per cent from its current 5.7 per cent, thus making us the second-largest agricultural exporter after the United States. In the agri-food sector, the Barton Report goal is to double our share of world exports to
	per cent from the current 2.8 per cent. Similarly, in Budget 2017 the Government of Canada set a goal of expanding Canadian agriculture and agri-food exports to $75 billion annually by 2025, a considerable increase from the current level of $56 billion per year. Inevitably, this would require tremendous increases to the productivity and competitiveness of Canadian agriculture and agri-food.


We believe that regulatory efficiency and streamlining, and within that regulatory cooperation initiatives with key trading partners such as the United States, form a key part of the policy initiatives that must be taken in order for the Government to meet its goals for agriculture growth.
Our recommendations to the government of Canada fall into two broad categories:



Crop Protection Products

The first is in Crop Protection Products, one of the original areas of focus of the Canada – U.S. Regulatory Cooperation Council and one where both nations have made significant strides in regulatory alignment  in recent years. Some of that success, however, is now at risk of retreat, and we feel that it is time to redouble our efforts to ensure a high level of alignment.

Biotechnology

The second area of focus is in Biotechnology. Even though Canada and the United States are both large agriculture exporters and both feature a science based regulatory system, there has not been a great deal of focus in trying to achieve alignment between our respective regulatory regimes on biotechnology. Just as with crop protection products, we feel that achieving greater alignment will assist not only with trade between our two nations, but also in achieving greater success internationally in having other nations follow suit. If we wish to see greater progress in aligned, science based regulatory approaches from other nations, it is important for Canada and the United States to first achieve it between themselves.



Crop Protection Products



In the Work Plan for Pesticides for the Regulatory Cooperation Council, the US Environmental Protection Agency's (US EPA) Office of Pesticide Programs (OPP) and Health Canada's Pest Management Regulatory Agency (PMRA) committed to working together to:

	Collaborate on a bilateral pesticide re-evaluation for three neonicotinoid pesticides (- imidacloprid, thiamethoxam, and clothianidin) employing a new pollinator risk assessment framework


	Develop best practices for coordinated work planning for the re-evaluation of registered pesticides


	Develop new and/or alternative approaches to testing and assessment, including reducing the need for animal testing wherever possible


	Align pesticide residue trial requirements by prospectively determining the number of residue field trials required for joint registrations


	Jointly develop information technology solutions that facilitate the submission of applications to either regulatory authority

Canada and the United States have an established history of regulatory collaboration for crop protection chemicals. Harmonization of data packages is commonplace and joint reviews of new product submissions have increased efficiencies and ensure growers on both sides of the border get access to new technologies simultaneously. Nonetheless, numerous barriers still exist and, as stated in the 2011 RCC action plan, further alignment would create benefits for consumers, government, and business alike. We were strongly supportive of the RCC Pesticide Work Plan and congratulate the Government for making progress in key areas including the neonicotinoid pollinator re-evaluations (Work Stream A) and pesticide residue trial requirements (Work Stream D); however, many of the deliverables identified in that work plan remain incomplete. CropLife Canada continues to support this list of goals and we urge the Government of Canada to renew its efforts to work towards them in collaboration with their U.S. counterparts. Furthermore, our sector, in collaboration with our U.S. counterparts, has conducted considerable work in the area of regulatory harmonization and has a large number of additional projects that would enjoy broad stakeholder support in both Canada and the United States. We would welcome an opportunity to discuss these project proposals with the RCC Secretariat.

CropLife Canada would like to highlight the following areas of focus that would assist in both reducing needless duplication and in facilitating trade:



Maximum Residue Limits (MRLs)

MRLs are an important component of international trade in agriculture. MRLs are not a safety measure, but rather trade related. The establishment of timely harmonized MRLs is vital to growers to allow the use of crop protection tools while allowing free trade of treated commodities produced in Canada and the United States with our respective trading partners around the globe. In the 2011 RCC Plan, it was stated that, “Collaboration in this area would minimize discrepancies between Canadian and U.S. established maximum residue limits/tolerances of pesticides and veterinary drugs when there is no public health need for such differences.” 1A lack of alignment in MRLs causes significant trade disruption, and is one of the most common non-tariff trade barriers globally for agriculture.

Crop protection products used in Canada and the United States are not only very similar, but are generally produced by the same companies, many of whom have a presence on both sides of the border. Given these similarities, we feel that Canada and the United States should have common MRLs across the board, without exception to unless there is a risk-based reason. The establishment of these common MRLs should be the focus of a Canada – U.S. Working Group, with the goal of producing common policy and process for approval by both nations. This would not only facilitate Canada – U.S. trade, but would send a powerful signal globally and give the two nations greater leverage in dealing with international partners on MRL related issues.









	https://www.canada.ca/en/treasury-board-secretariat/corporate/transparency/acts-regulations/canada-us- regulatory-cooperation-council/joint-action-plan.html



Registration Review/Re-Evaluation

A common theme throughout government in both Canada and the U.S. is the need to seek efficiencies in an era of diminishing resources (funding and personnel) at regulatory agencies. This is particularly true in pesticide regulation. The registration review/re-evaluation area of pesticide regulation requires significant resources that compete with other parts of the program, such as reviewing and approving new technologies. Further, the re-evaluation process has mandated timelines that place additional burdens on the limited resources available to the agencies to complete this process.

CropLife Canada strongly encourages the Government of Canada, as part of its commitment on regulatory cooperation, to instruct the Pest Management Regulatory Agency (PMRA) of Health  Canada (to renew its efforts to coordinate activities and share resources with the U.S. Environmental Protection Agency on pesticide re-evaluation, as previously committed under Work Stream B. 2 Harmonizing the approach used for re-evaluation, and sharing reviews and outcomes between the agencies would significantly reduce the necessary resources needed to conduct these reviews, and likely lead to more harmonized decisions. Harmonized decisions offer the benefit of allowing growers in both countries access to the same technologies used roughly with the same use directions and thereby, a higher likelihood of harmonized MRLs which reduces trade barriers, another key goal described above.

There is significant concern among members of Canada’s agriculture value chain including CLC member companies and grower groups that without a harmonized approach, existing pest control tools could be lost or limited in their use. This has other potential consequences since a loss of particular modes of action or certain modifications in how they can be used, could reduce their utility in resistance management programs.  Sharing of reviews under the re-evaluation process would foster the same approach for joint reviews of new technologies, as encouraged and supported by the innovators and registrants of these products.



Joint Reviews

As identified in the original Work Plan, joint reviews provide an excellent opportunity for both shared resources and regulatory alignment. CropLife Canada strongly encourages the Government of Canada to renew its commitment to greater progress with the U.S. on maximizing the number of joint reviews.

A key component to a successful joint review is the availability of a detailed work plan to the registrant early in the process. The Agency performing the review should be encouraging pre-submission consultation meetings and dialogue during the review process. Similarly, sharing risk assessments with applicants at key times in the process allows for an opportunity to address any questions or concerns and minimizes the impact on timelines.

Enhancing the peer review process would also help to achieve mutual acceptance of data reviews, which would provide significant resource benefits to the regulatory agencies involved. We would also



	https://www.canada.ca/en/health-canada/corporate/about-health-canada/legislation-guidelines/acts- regulations/canada-united-states-regulatory-cooperation-council/work-plan-pesticides.html

encourage both Health Canada and the U.S. EPA to engage with other Agencies around the globe as potential joint review partners, which would also enhance MRL harmonization.

We would also encourage an allowance for second-entry joint reviews for major and minor crop uses, which has been successful in the past and would provide resource benefits to both agencies. Finally, we would encourage further harmonization of data requirements for pesticide registration. We do not believe that there is any reason to have a lack of alignment on data requirements, and we encourage the two agencies to renew their commitment to achieving alignment on this key area.



Biotechnology


As mentioned previously, biotechnology has yet to be a working part of the Canada – U.S. Regulatory Cooperation Council work. We view this as a missed opportunity, as both nations have a robust science- based regulatory system and are part of the group of agriculture export nations who embrace the proven benefits and promise of plant biotechnology in agriculture. There is an excellent opportunity now for the governments of Canada and the United States to take advantage of their robust trade relationship to further regulatory alignment on genetically engineered plants and plant products. This is particularly timely given the rapid progress being made on new breeding techniques, which will both rapidly increase the pace of innovation and place pressure on regulators to deliver the benefits of this technology to farmers and consumers.

Regulatory Cooperation on Low Level Presence of Biotech Crops

Canadian and U.S. farmers have long adopted biotech crops to such an extent they are the standard seed input in canola, corn and soybean in both countries.  The fundamental basis of both Canadian and
U.S. regulatory oversight of GE crops is a comparable, science-based approach to food, feed and
environmental risk assessment for commercial approval. Our common approach provides a framework whereby both nations can work towards regulatory cooperation on low level presence (LLP) of unapproved material, which will be mutually beneficial to Canada and the U.S. as major exporters of GE crops. LLP is the unavoidable and unintentional trace levels of GE materials authorized in one or more countries, but not in the country of import.  While it is common practice for developers to apply for GE approval in similar timeframes in both countries, there is always the risk that asynchronous approval may occur and result in a LLP situation within each other’s commodity grain trading system.
Regulatory alignment on LLP will provide a tool to risk manage potential trade disruption, but more strategically, it provides a roadmap for a broader regulatory cooperation amongst like-minded exporters and importers at the global level.

A Canada-US specific LLP policy consistent with global initiatives would be mutually beneficial by:

	Avoiding zero tolerance regulatory compliance actions resulting in costly trade disruption in commodity grains if a LLP situation occurs;
	Influencing regulatory cooperation with like-minded exporting and importing countries, thereby avoiding trade disruptions due to LLP.


Elements of a Canada-US LLP policy would include:

	Recognition of the equivalence of each other’s’ science-based risk assessment process and regulatory decisions;
	Acceptance of LLP of products approved in one country but not the other, in order to avoid a

reactive trade action until appropriate regulatory oversight is achieved.

The mutual adoption of a LLP policy would avoid unnecessary trade disruptions between Canada and the U.S. and demonstrate to other countries a practical approach to managing LLP incidents in the trade of commodity crops.   This would be in the mutual interest of both Canada and the U.S. as major exporters of commodity crops and adopters of crop production innovation.

Plant Breeding Innovations

As governments around the world consider whether there is a need to regulate plants resulting from recent advances in plant breeding (like gene-editing and CRISPR) we believe there must be recognition that innovation in plant breeding is essential to the development of an economically viable and sustainable agriculture sector, and plays an important role in contributing to global food security and reducing the effects of climate change on food production.  Thus, we encourage the governments of Canada and the United States to take a regulatory approach to plant breeding innovation that fosters investment, facilitates trade, and enables access to the full range of tools for plant breeders in both countries.

The techniques employed in the development of improved plant germplasm for farmers are continuously evolving.  New tools are available today that allow researchers to increase the efficiency and specificity of breeding for desirable plant characteristics far beyond what was feasible
previously. These plant breeding innovations should be viewed as additional valuable options in the repertoire of breeding approaches that may be applied to develop superior plant varieties.

While the fundamental  basis for regulation in Canada and the United States is comparable, the final application of the systems are different whereby the U.S. has only imposed pre-market regulatory approval - on most plants produced by genetic engineering, and Canada’s pre-market regulation is based on the characteristics of the plant, which can include those developed through conventional breeding. In light of the development in plant breeding innovation like gene editing, the disparity in the regulatory triggers in Canada and the United States will inevitably lead to an increasingly uneven playing field for industry, and therefore Canadian and U.S. growers, with respect to technology access.

While Canada's approach is truest to the scientific principle that genetic engineering is not inherently more risky than the other genetic modification technologies that have a long and accepted history of application in agriculture and food production, it presents challenges that are not faced in the United States, or elsewhere. It does not leverage the safe track record of the scrutiny that plant breeders apply in their development process to produce safe crops.  It is more difficult and burdensome for both developers and regulators to determine when a plant is in fact a "plant with a novel trait", or a novel food/feed, as defined in Canadian regulations. This has resulted in – uncertainty regarding which plants must go through the regulatory approval process. In addition, the current implementation of the product-based approach in Canada captures a wider breadth of products when compared to the United States or any other country in the world.

On the other hand, because the pre-market regulatory trigger in the U.S. is more highly related to method of genetic change rather than the novelty of the product, it unfairly singles out plants that are genetically modified through the most precise and predictable techniques.

Given the over 20-year history of safety of GE crops, and not a single safety issue, both regulatory approaches as they exist today are counterintuitive to current government initiatives in Canada and the
U.S. that support innovation and economic development.  The high cost of to the applicant in data preparation in preparation for the regulatory systems means that, currently, many valuable innovations are not being developed due to high cost and regulatory uncertainty.

Excessive regulatory oversight, particularly of plant breeding innovations, risks slowing the rate of innovation in plant breeding even further. Many of these tools have significant potential application and value to public breeders and all of the minor crops – horticulture, food, forage, fiber and fuel – (as well  as major crops that are difficult to improve such as wheat). Excessive regulatory burden for minor use crops will greatly jeopardize their potential to reach farmers and consumers.  If NBTs are not over- regulated, public sector breeders and scientists will be better able to employ NBTs in their breeding programs, especially for minor crops.

Excessive regulatory oversight of plant breeding innovations also has the potential to negatively impact the global trade of grains and oilseeds. An increasing number of varieties are being developed using these tools in countries around the world.  Yet, if they are subject to regulatory requirements in some countries and not others, there will inevitably be differences in regulatory status, resulting in potential trade disruptions and compliance enforcement issues.  Furthermore, the timeframe required for the development of these products will be extended, leading to a delay in making available these innovative plant varieties and realizing the added value that they deliver to growers and consumers.

Through the RCC, Canada and the United States have an opportunity to revise policy and pre-market regulatory requirements such that exemptions of product categories can be implemented for plant breeding innovations where there exists a significant history of safe use, and for certain types of products known through experience to present minimal risk.  Regulatory policies and practices must be responsive to the rapid technological advancements in plant breeding so that safety-related concerns can be proactively addressed, but they must also promote the innovation necessary to maximize the contributions that Canadian and U.S. agriculture can make to global food security.


Conclusion

Given the immense potential for agriculture as a driver of economic growth in Canada, and the importance of our trading relationship with the United States, it is vital to drive a high degree of alignment with our largest trading partner on key agriculture issues. There are a number of outstanding opportunities to leverage greater cooperation in both crop protection products and biotechnology that would provide greater opportunities for Canadian farmers and benefits for Canadian consumers, all while maintaining and enhancing Canada’s robust, science based regulatory system. We urge the government of Canada to seize these opportunities. Thank you for the opportunity to share our views on this important project.

