Treasury Board of Canada Secretariat 
Canada-European Union Comprehensive Economic and Trade Agreement Regulatory Cooperation Forum Request for stakeholder comments
CropLife Canada is the trade association representing the manufacturers, developers and distributors of plant science innovations, including pest control products and products of 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 via 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 driving agricultural exports, job creation, strengthening the rural economy and increased tax revenue for governments.
This input consists of Part 1, Plant Biotechnology and Part 2, Plant Protection Products.
No part of this submission is to be considered confidential, and the identity of the respondent (CropLife Canada) may be disclosed.

Response from CropLife Canada 

Part 1 – Plant Biotechnology

A succinct description of the issue or unnecessary regulatory difference as well as the broad benefits of resolution
Divergence in the regulatory systems for genetically-modified (GM) crops, including the role of political processes in the EU system, is resulting in long delays of approvals in the EU for crop varieties that are ready to be commercialized in Canada.  The EC’s average timelines for import authorizations granted in 2017 were close to seven years, more than four years longer than in Canada.  Timelines for the risk assessment component of EC authorizations more than doubled between 2012 and 2017.  Furthermore, a number of Member States vote regularly against authorizations of products which have been scientifically assessed and determined to be safe by the European Food Safety Authority (EFSA). In 2006, a World Trade Organization (WTO) dispute panel found that the EC’s dysfunctional regulatory system for agricultural biotechnology products was inconsistent with their commitments under the WTO Agreement on the Application of Sanitary and Phytosanitary (SPS) Measures.  Persistent and scientifically unjustified barriers to products derived from agricultural biotechnology continue to inhibit innovation and growth, unnecessarily restrict or disrupt trade, and threaten supply chains. A more efficient EC authorization system with data requirements and approval timeframes more in line with the Canadian system and international standards for science-based regulation would greatly reduce financial risk for grain traders in both jurisdictions, significantly increase opportunities for innovation in the Canadian crop sector, and enhance stability of supply chains for EU importers and value chains.
In addition, regulatory systems in both Canada and the EU need to adapt to rapidly evolving technological advances in plant breeding innovation such as gene editing that are proliferating around the world. There is an opportunity to ensure that the regulatory and policy changes that are necessary in both jurisdictions to address these new technologies are as aligned as possible. These regulatory and policy changes must also be science-based and provide for maximum predictability.  This will help to avoid further negative impacts on grain trade and plant breeding innovation due to asymmetries and uncertainties about the international regulatory status of new plant products.
 
Quantitative and qualitative data on the impacts of misalignment in the current or emerging market conditions – on consumers, industry and other stakeholders
Canadian developers generally delay commercial launches of their products until EU approvals are secured, often several years; this delay significantly affects developers’ return on investment and Canadian producers are denied access to beneficial products. 
	When traces of products not yet approved in the EU are found in grain shipments to the EU, very costly trade disruptions can result. An example of Canada-EU trade disruption resulting from presence in Canadian grain of GM products not authorized in the EU is that of Triffid flax. When Triffid flax, unapproved in the EU, was detected at low levels in Canadian flax imports, costs to the Canadian industry associated with the resulting trade disruption and corrective measures were estimated at $29.1 million; the European industry estimated its own losses due to the trade disruption at €39 million. 
	The EC itself recognizes that costly trade disruptions due to asynchronous GM approvals could escalate in the future. A 2010 study funded by DG AGRI (https://ec.europa.eu/agriculture/sites/agriculture/files/external-studies/2010/asynchronous-gmo-approvals/full-text_en.pdf) concluded that “asynchronicity in GMO approvals between the EU and exporting countries will continue to result in trade disruptions” and in a worst case scenario in which soy imports from all major suppliers were disrupted, a total cost to the EU economy of €9.6 billion is possible. 
	The EU is 70 percent dependent on imports of protein-rich crops (https://ec.europa.eu/transparency/regdoc/rep/10102/2016/EN/10102-2016-61-EN-F1-1.PDF), the majority of which is derived from GM crops cultivated in other countries, for its livestock, poultry and feed industries. Misalignment in the timing and procedures of GM crop authorizations results in a serious risk of disruption to the EU industry’s essential supply of feedstocks, to the detriment of consumer food prices and industry competitiveness (https://gmoinfo.eu/uk/files/32-gmo-import-bans.pdf).

Objectives, time frames and potential solutions
Canada seeks greater efficiency in the EU regulatory system for agricultural biotechnology and a closer adherence to science-based principles.  To promote regulation of agricultural biotechnology in both jurisdictions that is based on sound science and free from political processes, the CETA Regulatory Cooperation Forum could consider (in order of priority):  
	Establishing a forum with policy makers from both jurisdictions to exchange information and experiences on how each seeks to: manage risk communication with stakeholders regarding science-based regulatory decisions and processes; monitor impacts of regulatory decisions and processes on innovation and trade; and engender public trust in science-based regulators.  This approach is based on the premise that addressing misinformation among consumers can greatly reduce political pressure to make decisions not supported by scientific evidence.
	Developing a format for a common safety assessment report that can facilitate a more efficient assessment for a product already assessed and authorized in one jurisdiction. Recognizing that EFSA’s final determination of safety has aligned with Canada’s for every single GM crop assessment that EFSA has completed, this approach can help develop and make use of mutual trust in each other’s assessment procedures. Canada has already created a model “Safety Assessment Sharing” system with Australia and New Zealand.

Exploring ways to align data requirements for assessing GM products, noting that assessments in both jurisdictions are based on the same Codex and OECD guidelines. Harmonized data requirements facilitate simultaneous submissions in multiple geographies and reduce asynchronous approvals.
	Exchanging information on how each jurisdiction will adapt regulations to address plant breeding innovations like gene editing, based on science and ensuring clarity and predictability, with a view to aligning approaches as much as possible.  This recognizes the opportunity to avoid unnecessary future divergence in regulatory status of new plant products that would result in further trade disruptions and negative impacts on innovation.
	Exchanging information on how each jurisdiction responds in practical terms to incidents of adventitious or low-level presence of unauthorized GM material in imports, with a view towards eventual agreement on appropriate risk-based measures.  
	Strengthening ongoing effectiveness of the Canada-EU Biotech Dialogue as a venue to exchange information and raise concerns regarding regulations, regulatory decisions and their impacts.  Established under the WTO’s ruling on Canada’s dispute regarding EU approvals, the Dialogue should be a more productive vehicle to address issues such as EC process inefficiencies, political interferences, inefficiencies in EFSA assessments, unduly onerous procedures for stacked traits and authorization renewals, and escalation and retroactivity of data requirements for EFSA assessments.

Quantifiable benefits of addressing the issue, including benefits for consumers, industry and other stakeholders
Consumers 
	By ensuring approval processes are efficient and science-based, consumers in all countries can have access to imports of safe new products with improved characteristics such as enhanced nutrition, reduced allergens, longer shelf-life and reduced environmental footprint. 
	Increasing Canadian agricultural exports enhances the contribution to the economy of Canada’s agricultural and agri-food system, which accounted for 6.6% of Canada’s GDP in 2014. 


Industry 
	A stronger adherence to science-based principles in the EU’s regulation of agricultural biotechnology products, and closer alignment to Canadian assessment and approval timelines, will reduce uncertainty and trade vulnerability and enhance innovation and export stability and growth for the Canadian crop sector.
	Aligning regulatory decisions with science will promote growth, innovation and investment for the European crop sector. 


Other stakeholders 
	Promoting efficiency in risk assessment and closer alignment of EFSA’s practices to international standards may promote European consumer trust in EC regulators, in line with the EC’s upcoming legislative proposal on transparency and sustainability of the EU risk assessment model in the food chain. 
	Enhancing EC regulations’ foundation in science will mitigate negative impacts of EC’s regulatory approach on innovation in other countries. For example, the EU’s unduly restrictive GMO policies can deter adoption of beneficial technologies in developing countries, inconsistent with the EC’s own international development objectives (https://lup.lub.lu.se/luur/download?func=downloadFile&recordOId=5426262&fileOId=5426270).   


Input that demonstrates Canadian and European support for the proposed initiative
The federal government’s Advisory Council on Economic Growth noted the great potential of Canada’s agriculture and food sector, which could take advantage of emerging market demands and global supply constraints (https://www.budget.gc.ca/aceg-ccce/pdf/key-sectors-secteurs-cles-eng.pdf). 
Canada’s crop sector sees export stability and growth as key to prosperity, and seeks to address non-science based rules imposed by other nations that pose barriers to trade.  Major industry and grower organizations have urged the Canadian government to press for greater timeliness and predictability in the EU regulatory system for products of biotechnology, and have expressed concerns to the EC regarding delays of approvals and non-science based proposals (see attached letters).   
The Canada Grains Council’s position on plant breeding innovation (https://canadagrainscouncil.ca/wp-content/uploads/2018/02/CGC-PBI-policy.pdf) notes the need not only for clear risk-based predictable regulation in Canada, but also for international alignment in regulatory approaches to new plant breeding techniques.
In addition to the negative impacts on supply chains for European importers and end users noted above, the EC has also acknowledged negative impacts of its agricultural biotechnology regulatory procedures on European innovation and competitiveness. In its Communication on its fitness check of the General Food Law, the EC noted: “Lengthy authorisation procedures in some sectors (e.g. feed additives, plant protection products, food improvement agents, novel foods, health claims) slow down the market entry process. This affects the innovation potential and the competitiveness of the EU food and drink industry as well as its capacity to address future challenges.” (https://ec.europa.eu/food/sites/food/files/gfl_fitc_executive_summary_2018_en.pdf). Similarly, the European industry has expressed concern of impacts on innovation (https://www.europabio.org/agricultural-biotech/publications/eu-industry-calls-innovation-agriculture). 
The European Food and Feed Chain Coalition is a strong proponent of a functioning evidence-based EU policy on GM organisms (https://www.europabio.org/sites/default/files/eu_food_feed_chain_overarching_position_paper_final_may_2015.pdf).  A member of that coalition, EuropaBio (the European association for bioindustries) is expected to be sitting on the EU Domestic Advisory Group for CETA and to assert its position that the EU regulatory system for GM products should be based on science and not subject to political influences (e.g. http://www.europabio.org/agricultural-biotech/publications/time-eu-authorise-gmos-support-science-innovation). 
The European Commission has identified a need to improve its risk communication of science-based risk assessment decisions, noting “Risk communication has not always been effective with a negative impact on consumers' trust and on the acceptability of risk management decisions” (https://ec.europa.eu/food/sites/food/files/gfl_fitc_executive_summary_2018_en.pdf).  Risk communication is thus one of the issues to be addressed in a legislative proposal on transparency and sustainability of the EU risk assessment model in the food chain, expected to be launched in May 2018 (https://ec.europa.eu/info/law/better-regulation/initiatives/ares-2017-6265773_en).
Many stakeholders providing feedback on the EC’s upcoming legislative proposal on transparency and sustainability of EU risk assessment called for better risk communication from the EC.  EuropaBio’s feedback has expressed strong support for strengthening EC risk communication through more comprehensible and relevant public information, including “to explain the basics of food safety, and clearly distinguish between proven and perceived food related threats” (http://ec.europa.eu/info/law/better-regulation/initiatives/ares-2017-6265773/feedback/F8872_en). 


Part 2 – Plant Protection Products

A succinct description of the issue or unnecessary regulatory difference as well as the broad benefits of resolution
The European Union is applying cut-off criteria for active substances used in crop protection products, based solely on hazard and political interests without a science-based risk assessment that considers level of exposure.  As a result, numerous plant protection products are expected to be withdrawn from usage in the EU, and EU Maximum Residue Limits (MRLs) for these products on imported goods will be revoked and replaced with a default level of 0.01 ppm.  Additionally, imports with residues detected at levels greater than 0.01 ppm for these active substances would not be allowed entry into commerce even if they are compliant with internationally-accepted MRLs (i.e., CODEX). The perceived risk of detection above the 0.01 ppm default level combined with the costs of identity preservation within Canada’s grain handling system is expected to result in the loss of our competitiveness within the EU market for most bulk grain and oilseed shipments. The EU’s approach appears to be inconsistent with the EU’s commitments under the World Trade Organization (WTO) in that it does not adhere to international standards (i.e., CODEX).

Quantitative and qualitative data on the impacts of misalignment in the current or emerging market conditions – on consumers, industry and other stakeholders
The loss of science-based pesticide Maximum Residue Limits (MRLs) applied to EU imports has the potential to adversely affect €70 billion of agricultural imports to the EU, including €1.8 billion of imports from Canada (http://www.ecpa.eu/reports_infographics/bryant-christie-report-estimation-affected-imports-through-hazard-criteria). Implementation of the EU’s hazard-based approach for pesticides is anticipated to also have negative ripple effects internationally as many of their free-trade partners as well as emerging markets and others without science-based institutions follow their lead, as has been seen with the EU’s positions on animal growth hormones and “GMOs”.

	EU withdrawal of Maximum Residue Limits (MRLs) will trigger special reviews of each of the active compounds under Canada’s Pest Control Products Act (PCPA), further challenging the capacity of the Pest Management Regulatory Agency to complete post-registration reviews.      


	The potential loss of plant protection substances available to EU producers could result in 10-20% lower yields in staple crops and even greater reductions for specialty crops, thus reducing overall farm profitability and putting 30%-60% of associated jobs at risk (http://www.stewardredqueen.com/uploads/nieuws/cia_report_final_14july2016.pdf). These changes would also result in increasing dependence on imports and pressure on land use, creating significant environmental challenges, reducing wildlife habitat and increasing public costs throughout value chains beyond primary crop processors and consumers. 


	For consumers and politicians that represent them, left unchallenged, the EU approach mistakenly equates hazard to consumer risk and only proliferates mistrust of technology and its role in meeting the significant challenges to food production. This role includes changing pest pressure dynamics and agronomic conditions due to climate change and the social responsibility underlying the FAO's observation that to feed the world in the next 40 years, we need to produce the equivalent of all of the food produced in the world in the last 10,000 years.   


Objectives, time frames and potential solutions
Canada advocates for EU import tolerances based on scientific risk assessment, and seeks to ensure that international science-based standards for the regulation of plant protection products and their residues on food are adhered to by both jurisdictions.  To promote regulatory practices in both jurisdictions that are based on sound science and fully supported by political processes, the CETA Regulatory Cooperation Forum could (in order of priority):  
	Establish a CETA Technical Working Group on Pesticides with terms of reference modelled after the NAFTA Technical Working Group on Pesticides.   A CETA Technical Working Group on Pesticides would serve as a focal point for addressing pesticide issues arising in the context of liberalized trade among the signatories. This would create a pathway to building confidence between regulators and, by extension, the populations they serve and Canada’s suite of regulatory and industry efforts that make European imports of Canadian agri-food products safe.  At some point the relationship is anticipated to mature to explore the desirability and feasibility of joint PMRA/EFSA reviews for new applications for active substances and/or work sharing for scheduled re-evaluations of existing chemistries.
	Establish a forum with policy makers from both jurisdictions to exchange information and experiences on how each seeks to: engender public trust in science-based regulators; deliver risk communication to consumers and stakeholders regarding science-based regulatory decisions and processes; and quantify impacts of our respective regulatory decisions and processes on innovation and trade.


Quantifiable benefits of addressing the issue, including benefits for consumers, industry and other stakeholders
Consumers 
	By ensuring approval processes are efficient and science-based, consumers in all countries can have access to a broad array of safe products year-round and at accessible prices. 

Preserving and potentially increasing Canadian agricultural exports to the EU and globally enhances the contribution to the economy of Canada’s agricultural and agri-food system, which accounted for 6.6% of Canada’s GDP in 2014. 
Industry 
	Reducing uncertainty and trade vulnerability will enhance innovation and trade for the Canadian crop sector.
	Aligning EC regulatory decisions with weight-of-evidence scientific approaches will promote growth, innovation and investment in the European crop sector, increasing its productivity and economic resilience.

Other stakeholders 
	Closer adherence to international standards for science- and risk-based regulation will strengthen the European public’s trust in EU regulators. This goal is in line with the EC’s upcoming legislative proposal on transparency and sustainability of the EU risk assessment model in the food chain.


Input that demonstrates Canadian and European support for the proposed initiative
The federal government’s Advisory Council on Economic Growth noted the great potential of Canada’s agriculture and food sector, which could take advantage of emerging market demands and global supply constraints (https://www.budget.gc.ca/aceg-ccce/pdf/key-sectors-secteurs-cles-eng.pdf).
MRLs have been identified as a market access risk by Canada’s canola, cereal and pulse industries (https://keepingitclean.ca/market-risk/). 
Both Canadian and European crop sectors fully support a closer alignment of European regulations and guidelines to scientific international standards such as those followed by Canada. The European Crop Protection Association (ECPA) supports “Scientifically robust decision making based on risk assessments and not an assessment of identified hazards” (http://www.ecpa.eu/sites/default/files/22085-ECPA_position_on_future_revision_of_Regs_1107and396-Updated.pdf). ECPA also notes that “the WTO in particular is based on implementation of the principles of proportionality, nondiscrimination, predictability and the discouragement of unfair practices and this should be an important consideration in the review” of current EC plant production product legislation (https://ec.europa.eu/food/sites/food/files/safety/docs/cons-fbk_20170304_co09.pdf). COCERAL, a European association representing agricultural trade, calls for EC “Committing to a risk-based approach with efficient risk assessment and management and moving away from a hazard-based approach that does not consider actual risks for human health and the environment” (https://ec.europa.eu/food/sites/food/files/safety/docs/cons-fbk_20170304_co05.pdf). 
The European Commission has identified a need to improve its risk communication of science-based risk assessment decisions, noting “Risk communication has not always been effective with a negative impact on consumers' trust and on the acceptability of risk management decisions” (https://ec.europa.eu/food/sites/food/files/gfl_fitc_executive_summary_2018_en.pdf).  Risk communication is one of the issues to be addressed in a legislative proposal on transparency and sustainability of the EU risk assessment model in the food chain, expected to be launched in May 2018 (https://ec.europa.eu/info/law/better-regulation/initiatives/ares-2017-6265773_en).
Many stakeholders providing feedback on the EC’s upcoming legislative proposal confirmed the need for better risk communication from the EC.  The European Crop Protection Association’s (ECPA) feedback included a request to “develop more effective & transparent risk communication with public in collaboration with Member States” (http://ec.europa.eu/info/law/better-regulation/initiatives/ares-2017-6265773/feedback/F8871_en). 



