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Who We Are

CropLife Canada represents the Canadian manufacturers, developers and distributors of pest control and modern
plant breeding innovations. With pesticides and modern plant breeding, the plant science industry makes
significant social, economic and environmental contributions. Our organization’s primary focus is on helping our
members provide tools to help farmers be more productive and more sustainable. Our members also develop
products for use in a wide range of non-agricultural settings, including urban green spaces, public health settings
and transportation corridors.

The Imperatives of Regulatory Modernization

Canada’s science-based regulatory system has long been a source of strength for Canadian agriculture. It helps
facilitate a robust sector that is a tremendous source of innovation, jobs, and exports for Canada. We have a long
and strong, productive relationship with the Pest Management Regulatory Agency (PMRA) and with the Canadian
Food Inspection Agency (CFIA).

In recent years, however, Canada’s science-based regulatory system has been falling behind. Global competitors
have been racing ahead, and Canadian regulators have failed to keep pace. The urgent need for modernization
cannot be over-estimated in order to position Canadian agriculture to successfully navigate uncertain global trade
conditions.

This is why we have been heartened to see the increased focus on agriculture as a key area of economic growth,
and the accompanying discussion about regulatory modernization. Starting with the Advisory Council on
Economic Growth (the Barton Report), and followed by the Economic Strategy Tables from Innovation, Science
and Economic Development, the Fall Economic Statement, and Budget 2019, a consistent theme has emerged –
Canada’s regulatory burden is a significant issue, especially for Canadian agriculture, and the consensus is that
expediting action to fix this is required.

We are, however, now rapidly reaching a crossroads. The time for talk about regulatory modernization is over,
and the time for action has arrived. If Canada is to have any hope of reaching the government’s policy goal of
$75 billion in agriculture and agri-food exports annually by 2025, then regulatory modernization must be
vigorously pursued. Half measures will not get the job done – action needs to be bold and swift in order to make
Canadian agriculture the engine of innovation and growth that we all know it can, and should be. We are very
hopeful that this consultation will mark the beginning of that action phase.

1. Targeted Regulatory Reviews (Round 2)

1) In your view, are there existing regulatory requirements or practices that impede economic
development, competitiveness, or growth for your firm or sector? In particular, please identify specific
barriers related to clean technology, digitalization, the use of technology-neutral regulations, and the
application of international standards in regulations. Please be as specific as possible regarding any
burdens and their impact on your firm or sector, including your views on how the federal government
should address these issues.

Clean technology – Agriculture
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Crop Protection

Crop production depends on registered pest control products to help control an ever-changing array of disease,
weed and insect pressures that threaten crops. Canadian farmers have capitalized on the latest technologies in
plant science products, consistently increasing yields while improving crop quality, to meet growing international
demand. Consequently, domestic and international competitiveness have also increased, securing lower prices
for consumers.

Crop protection products and plant breeding innovations can work in unison to achieve higher yields with lower
inputs (water, fertilizers, fossil fuels, labour and land) thus safeguarding our environment, reducing our carbon
footprint, and protecting biodiversity while maintaining food security for Canadians and our international
customers alike.

In Canada, pest control products are regulated by the Pest Management Regulatory Agency (PMRA) under the
Pest Control Products Act (PCPA). The decision framework for risk assessment and risk management at PMRA
evaluates and approves these products as having value and posing acceptable risks to people and the
environment. However, as articulated in our previous submission on Regulatory Modernization Round #1, the
current regulatory approach to re-evaluation is a significant burden that can hinder economic development,
growth, competitiveness, and the sustainability of the Canadian crop protection sector. These issues were not
addressed in the Agri-food Regulatory Roadmaps. In the roadmaps the Canadian Food Inspection Agency (CFIA)
commits to developing policy that links competitive advantages with other outcomes, such as food safety and
integrity, plant protection, animal health, and environmental and resource sustainability. This same commitment is
needed from PMRA. Both CFIA and Health Canada also committed to better engage with international standard
setting bodies (e.g., scientific expert advisory bodies and CODEX). Unless PMRA outlines how it will better
engage internationally, and articulates what new or rededicated resources will be assigned to such work, the risk
of maintaining the status quo is unacceptably high.

Re-evaluation: Even though PMRA’s re-evaluation process was mentioned in the Regulatory Roadmaps, the
document only pointed to the scheduled legislative review of PCPA in 2020. The Budget Implementation Act
added flexibility in the initiation of special reviews with amendments to the PCPA which allow the Minister to
consolidate related special reviews, addressing the “tsunami effect” that would otherwise result when individual
European member states implement decisions that differ from those in Canada. These amendments only partially
addressed PMRA’s resource challenges and the regulatory approaches crippling the Canadian crop sector’s
competitiveness were not addressed at all. Competitiveness and industry sustainability need to be included in the
mandate of PMRA with a clear understanding and commitment on the part of the Agency to action this without
jeopardizing either human health or protection of the environment.

The disregard of the impact on competitiveness continues to be exemplified by overly conservative proposed re-
evaluation decisions where the PMRA has laid out cancellation of critical use patterns and in many cases,
cancellation of nearly all agricultural uses. It is worth noting that in many cases the PMRA arrived at these
conclusions with incomplete and/or out-of-date information because the current approach does not include two-
way dialogue with stakeholders until after the PMRA has published its proposed decision. Having minimized the
frequency of engagement under the premise of cost-cutting and process efficiency gains, PMRA is also missing
out on the efficiencies of increased communication.

Solutions to these process issues can be achieved through the PMRA’s existing authorities by:

- Making improvements to the scoping period by starting before the formal initiation of a re-evaluation,
similar to the process in the United States, to ensure information requirements are identified in advance. This
allows sufficient time for stakeholders to begin any necessary studies before the re-evaluation period formally
commences and ensures PMRA has the most up-to-date information in their risk assessments;

https://www.canada.ca/en/health-canada/services/consumer-product-safety/reports-publications/pesticides-pest-management/policies-guidelines/science-policy-notes/2000/technical-paper-decision-framework-risk-assessment-risk-management-pest-management-regulatory-agency-spn2000-01.html
https://www.canada.ca/en/treasury-board-secretariat/services/federal-regulatory-management/targeted-reg-review.html
https://www.canada.ca/en/treasury-board-secretariat/services/federal-regulatory-management/targeted-reg-review.html
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- Increasing the number of opportunities for all stakeholders to provide input throughout the re-
evaluation process by publishing a draft risk assessment for public consultation before releasing the proposed
risk mitigation plan and re-evaluation decision, which would put Canada on-par with the United States [1].
Additionally, stakeholder input can be more readily solicited when an unacceptable risk is identified for a
specific crop (e.g., through the establishment of a grower-led panel to provide national, crop specific
information in a timely fashion);

- Actively pursuing opportunities to collaborate with other regulatory agencies, including the United
States Environmental Protection Agency (US EPA), to efficiently share the workload of post-market regulatory
reviews (e.g., rely on recently completed risk assessments and/or engage in joint reviews when timelines
align or can be reasonably adjusted);

- Exploring the use of emerging tools and technologies to streamline the evaluation process (e.g., the use
of a Risk21 framework to determine if a re-evaluation should be initiated and/or to determine data
requirements);

- Increasing the transparency of the internal PMRA risk assessment processes (e.g., publishing internal
standard operating procedures/guidance documents and assumptions used in the risk assessment) would
help stakeholders better understand the risk assessments and provide more meaningful comments; and

- Commissioning a third-party review of the current PMRA re-evaluation process to identify opportunities
for streamlining.

PMRA points to the absence of a suitable, Canada-wide network of pesticide water monitoring studies as a basis
for overly conservative risk assessments. This must also be addressed. To bolster the sector’s competitiveness
and sustainability, the Government of Canada needs to work closely with industry to build and support a robust
national pesticide water monitoring program to help validate the environmental safety of registered pest control
product uses by documenting the effectiveness of in-field mitigation activities and the impact of grower-led
stewardship initiatives designed to block potential pathways to surface water.

Plant Breeding Innovation

The seed and grain industries collectively contribute over $50 billion annually to the Canadian economy, in
addition to improving the health and well-being of Canadian consumers and the environment. The agriculture
sector is highly competitive and innovative, and Canadian producers operate in an increasingly integrated global
market place. Given the growth potential of this sector, Canada has set the ambitious goal of growing our agri-
food exports from $55 billion to $75 billion annually by 2025. Plant breeding innovations (an umbrella term for the
many ways to develop new plant varieties) will be a major part of achieving that goal.

Currently, one of the main drivers for plant breeding efforts is the impact of climate change in agriculture. Tools
like gene editing (i.e., CRISPR [2][3]) are poised to help tackle these challenges in a more timely manner because
they are capable of bringing new varieties to the market faster and at a lower cost than ever before. As such,
breeders are rapidly adopting gene editing in their programs, focusing much of their efforts to developing crops
not only capable of thriving and delivering higher yields under higher temperatures, less rain and poor soil
conditions as well as increased pest threats, but also focusing on consumer focussed traits such as improved
taste, nutrition, and aesthetics. Plant breeding efforts are also focussed on the development of varieties that
require less inputs (i.e., fertilizers, water) to improve competitiveness and sustainability, as well as reducing the
carbon foot print of agriculture [4]. Making use of these new varieties will result in improved food security while
continuing to maintain Canada’s high expectations for safety. Unfortunately, access to these benefits, along with
the business and economic growth associated with them, have been hindered by a regulatory system which has
failed to keep pace with breeding innovation advancement and which is increasingly becoming increasingly overly
conservative with regard to managing risks [5,6].
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Despite Canada’s well-deserved reputation as an agricultural innovator and a dependable supplier of safe,
nutritious food, including products of biotechnology, stakeholders in the agriculture community are concerned with
Canada’s regulatory readiness to adopt the latest cutting-edge innovations. Canada is at risk of losing our share
of global investment in these technologies as countries like the United States and Australia take more pragmatic
approaches without compromising safety [7,8].

To maintain Canada’s competitiveness in a global market, our seed and grain stakeholders have communicated
to the Government of Canada the pressing need to update Canada’s regulatory program for plants with novel
traits (PNTs), and novel foods and novel feeds derived from genetically modified plants. These sentiments have
been echoed through a series of reports [9–12] and by the Seed and Grain Value Chain letter to the Minister of
Agriculture.

In our submission to the first round of Regulatory Reviews, we outlined the major irritants faced by the agri-food
industry and proposed a way forward to address these concerns. The Government of Canada made an attempt to
address some of these irritants by forming an industry/government technical working group (TWG) within the
Biotech Working Group under the Grains Roundtable, in August 2018, with a mandate to resolve the plant
breeding innovations issues described in the Agri-food Regulatory Roadmaps cited below [13] :

- Providing more clarity around Canada's novelty triggers as they related to plant breeding innovations
through written guidance.

- Providing a well-defined process for consulting with regulatory authorities on whether a product is
novel, including how to arrange a consultation, what information to provide, and the timing and format that the
response from regulators will take. This will address the need for clarity and timeliness to help developers
determine whether their product is regulated.

- Considering opportunities to provide improved guidance on information requirements when a regulated
product is submitted for pre-market assessment, and continue to find efficiencies in the pre-market
assessment process, while ensuring safety. Canada already takes a flexible approach to information
requirements and allows the case for safety to be made using bridging to past submissions or published
literature. Whether a more formalized tiered approach to information requirements, as requested by industry,
is feasible is being considered as part of this work towards continuous improvement.

After almost ten months of work, the TWG was able to clarify the Government of Canada’s current administrative
processes and identify the challenges and advantages of the current delivery of Canada’s regulatory framework,
but it was not successful in mapping out what criteria are used by regulators for decision making, what the
decisions making process is and who makes decisions. This information is critical for industry as it makes plant
breeding investment decisions and thus the TWG did not meet the objectives outlined in its mandate.

As a result, a smaller team, referred to as the Tiger Team, was formed to take a more focused look at the
fundamental policy questions on novelty and pre-market assessments. This Tiger Team is comprised of one
policy and/or regulatory expert from each of the offices involved in the approval process of a plant with novel traits
(CFIA-PBO, CFIA-AFD and Health Canada) and policy experts from Agriculture and Agri-Food Canada (AAFC),
as well as three industry representatives. However, until the original mandate of the TWG assigned to map out
the criteria to be used in decision making is achieved, Canada will not be able to capitalize on the latest
technologies. Without this clarity investment dollars will leave Canada, Canadian farmers will miss out on access
to the latest technology available for crop production, and Canada will continue to lag in competitiveness and
sustainability in agriculture.

https://www.canada.ca/en/treasury-board-secretariat/services/federal-regulatory-management/targeted-reg-review.html
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We urge Canada to seek alignment with trading partners by implementing a system for sharing information of
safety assessments. The Government of Canada explains in the Regulatory Roadmaps that this is not possible
due to the difference between the Canadian system (product-based) and other jurisdictions (process based). We
respectfully disagree. Despite the fundamental difference in the triggers for safety assessments, the products
which have been submitted and assessed have largely been the same products across all jurisdictions, with the
key difference being that Canada has assessed a few more products than any other jurisdiction (a handful of
products developed with conventional breeding were assessed in Canada and no place else). This is in part due
to the fact that Canada is not operating entirely as the product-based system it claims to be. Furthermore, the
assessment criteria used by most functioning regulatory bodies are similar (largely Codex based), and industry
has gone to great efforts to harmonize their submissions both for content and timing, with some countries getting
identical submission packages at the same time. Finally, plants with novel traits have been review by regulatory
bodies around the world, and they have all reached the same conclusion – there are no safety concerns. Using
information which has been assessed by trusted trading partners would increase efficiency and speed up the
approval process. Moreover, it will help to better allocate already strained government resources.

Safety assessment sharing initiatives, like the pilot being developed between Health Canada and Food Standards
Australia New Zealand (FSANZ), should continue to be expanded internationally to leverage available and
internationally recognized risk assessments. Expanding acceptance of international safety assessments would
expedite reviews and reduce resource requirements. To achieve this goal, specific budget should be dedicated at
CFIA and Health Canada for education and outreach programs with other jurisdictions to help facilitate
harmonization, especially with developing countries that are in the initial implementation stages of regulations in
this space. This budget should also help to increase participation in different international fora and scientific
conferences to maintain government officials trained in the latest developments in plant breeding sciences and
their risk assessment and to build and nurture relationships with other key global regulatory agencies and
stakeholders.

Similarly, we encourage the Government of Canada to continue efforts focused on file review coordination
between CFIA and Health Canada as explained in the Regulatory Roadmaps. CropLife Canada strongly supports
further efforts to explore all opportunities for improved efficiency and implementation of a more streamlined review
process. We understand there could be elements to these reviews which are unique to environmental, livestock
and human safety. However, CropLife Canada is of the view that one competent scientific authority should be
able to undertake the required reviews within the Government of Canada. Mutual recognition or safety
assessment sharing among these functional groups can undoubtedly work in a single coordinated regulatory
process.

To help facilitate the streamlining process, we encourage a onetime third-party review (i.e. individual/organization
with a science and policy background not necessarily involved with the program) of the safety assessment
process to validate the acceptability of single reviews and the efficiency gains that could be realized. Important
aspects for consideration might include the nature of the studies submitted, typical results seen and when unique
end point considerations exist.

https://www.canada.ca/en/treasury-board-secretariat/services/federal-regulatory-management/targeted-reg-review.html
https://www.canada.ca/en/treasury-board-secretariat/services/federal-regulatory-management/targeted-reg-review.html
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International Standards:

Crop Protection

The growing global demand for agri-food products represents export opportunities for producers in Canada. To
take advantage of these opportunities, growers depend on innovation tailored to Canadian cropping conditions
including the latest technology in crop protection products. Missing and misaligned maximum pesticide residue
limits (MRLs) with key trading partners mean growers cannot use certain pesticides because of the risk of
rejected shipments. MRLs are set by Health Canada and by other countries to facilitate trade. MRLs are a
compliance tool to verify that pesticides were applied according to the registered label directions. MRLs are set
well below the amount that could pose a health concern to consumers [15].

As a member of Codex Alimentarius, Canada is active in the committee that sets Codex MRLs which are
recognized as the international standard, yet Canada itself has no mechanism to defer - or even consider - the
international Codex standards it helps generate[16]. As outlined in the 2016 report, Canada’s Next Top Trade
Barrier: Taking International Regulatory Cooperation Seriously, by the Canadian Chamber of Commerce [17],
moving towards recognizing international standards – that have been reached by consensus (i.e., Codex MRLs) –
would help alleviate conformity assessment costs for businesses while leaving intact the regulations of parties to
the agreement.

Canada should move to set an example by adopting Codex MRLs when they exist and thus leverage its work in
this forum by encouraging its major trading partners to take the same approach to create a more predictable
trading environment for Canadian businesses. A trade mandate for the PMRA, and dedicating sufficient resources
to this activity, would position the agency to leverage its specialized expertise to engage in negotiations to
formalize this approach in free trade agreements and in the resolution of bilateral market access issues.
Resolution of MRL-related market access issues currently happens only an ad-hoc basis when sufficient political
pressure is applied and when Agriculture and Agri-Food Canada funds the activity in its entirety. This uncertainty
of engagement is a liability to industry competitiveness and sustainability.

Plant Breeding Innovations

Globally, assessments specific to genetically modified plants often follow the principles and guidelines set and
agreed upon by member parties to Codex Alimentarius. Despite following the same benchmarks, the timing of
assessments and subsequent approvals vary depending on the jurisdiction due to differing regulatory procedures
and operational efficiencies. This variation results in asynchronous approvals between importing and exporting
nations and creates a time gap between the approval of the product in cultivating countries and importing
countries. Because of this gap, Canadian shipments are at risk of being rejected if even a low level of a new GM
crop still requiring government safety assessments are detected – also known as Low-Level Presence (LLP).
Because of our bulk handling system, all Canadian export shipments risk rejection upon arrival in a market where
that crop is not yet approved. The market uncertainty this creates negatively affects domestic innovation. As
cultivation and trade of GM crops continue to increase and as new plant breeding innovations are adopted without
clear global regulatory certainty, the challenge of asynchronous approvals will only intensify.

To overcome this issue, the Government of Canada, through AAFC, has leveraged its 20-plus years of risk
assessment experience and proposed a policy model for a coordinated global low-level presence framework. This
pragmatic model uses a graduated risk-based approach suggesting a threshold of permissible LLP [18].

CropLife Canada commends AAFC for developing the LLP policy model and is a strong supporter of the
leadership role Canada has taken as the secretariat for the Global Low-Level Presence Initiative (GLI). The
Government of Canada should continue its leadership role and continue to encourage trading partners to follow
the policy model in the event of an LLP occurrence. Furthermore, Canada should lead by example and apply the
model in the case of an LLP event, something that it presently does not do.
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2) Are there existing or emerging technologies, processes, or products in your firm or sector,
including the clean technology sector, facing barriers because of federal regulations? In particular,
please identify how digitalization, technology-neutral regulations, or the application of international
standards could reduce the regulatory burden for your firm or sector, or improve your ability to compete.
What opportunities do you see for improved user experience in navigating regulatory requirements?

Clean technology – Agriculture

Plant Breeding Innovations

The emerging applications of gene-editing technologies in agriculture have the potential to bring new plant
varieties to market faster, and at a lower cost than ever before. These varieties can be healthier for consumers,
better for the environment, they could require fewer inputs to deliver higher yields, and be more resistant to
climate variations (drought, higher temperatures) and poor soil quality [2]. These enhancements would improve
food security while maintaining Canada’s reputation for high safety standards. How these products will be
regulated globally will determine their success and the ability to realize their full benefits. Currently, the Canadian
government has overly burdensome regulatory oversight which is disproportionate to the documented low risk of
these products. This hinders farmers’ ability to reap the benefits of these technologies in Canada and investment
in their development in Canada.

As outlined in our response to question #1, the Canadian Government should take this second round of regulatory
review as an opportunity to modernize the existing regulatory system for plant biotechnology, to more clearly
define what products require pre-market risk assessment and develop a tiered approach that is risk proportionate,
reflecting the latest science and safe track record of plant breeding at large. Countries like Australia, Argentina,
Brazil, Chile, Colombia, Paraguay, and the United States have already implemented more streamlined processes
for certain products, with investments following, thus leaving Canada at a competitive disadvantage.

The Government of Canada should encourage the recently formed Tiger Team to complement the work already
done by the Industry-Government Technical Working Group under the Grains Value Chain Roundtable. This
recently formed team should develop a strategy to achieve the goals of a nimble and responsible regulatory
system as described in our answer to question #1 and our submission to Round #1 of the Regulatory Review.

3) How can regulations further support innovation in your sector? What opportunities do you see for
regulatory experimentation (e.g., pilots or regulatory co-development) in support of clean technology,
digitalization, technology-neutral regulations, or the application of international standards in regulation?
Please provide concrete examples, if possible.

Clean Technology – Agriculture

Crop Protection

Private organizations and public agencies around the world are incorporating modern tools and technologies that
help maximize efficiencies. At least one functional area within Health Canada has already implemented Risk21
and others are exploring its application to their work. As such, an initial pilot for PMRA should be to leverage the
experiences from their colleagues at Health Canada to consider how the approach could be applied to pesticide
risk assessment. PMRA currently takes a one-size-fits-all approach to evaluations instead of the Risk21 approach
which starts with problem formulation in order to first establish the right purpose, scope and plan for collecting and
evaluating information that would result in the effective use of resources at each stage of the assessment
process. Having PMRA implement tools such as Risk21 and Tox21 would make the best use of its already scarce
resources.
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Additionally, there are substantial opportunities to establish pilots in current and future re-evaluation processes to
explore two-way communication with stakeholders throughout the re-evaluation process, such as those listed in
#1 above. This would help avoid overly conservative re-evaluation decisions based on incomplete information,
which we have seen happening with recently proposed decisions, where significant changes in critical agricultural
use patterns were proposed.

The process improvements proposed by industry would restore market certainty, help address the backlog in re-
evaluations, and result in better outcomes with respect to removing the current impediments to economic
development, competitiveness, growth and sustainability in the crop sector.

Plant Breeding Innovations

As outlined in our responses to questions #1 and #2, the Canadian government should take this second round of
regulatory review as an opportunity to modernize the existing regulatory system for plant biotechnology, to more
clearly define what products require pre-market risk assessment and develop a tiered approach that is risk
proportionate reflecting the latest science and safe track record of plant breeding at large. The Government
should encourage the Tiger Team to re-think the current implementation of the program and develop a revised
approach that more closely reflects the level of risk it aims to protect against. We encourage continued efforts to
find efficiencies in more coordinated and streamlined file reviews within the Health portfolio. This should include a
onetime third-party review of the safety assessment process to determine the viability of single reviews (where
there are currently two or three reviews conducted on the same data) and the efficiency gains that could be
realized. Finally, we encourage continued efforts to build on existing relationships and to forge new relationships
with trading partners’ regulatory authorities to work towards safety assessment sharing or mutual recognition of
safety assessment outcomes internationally.

2. The Red Tape Reduction Act

4) What more should be done to reduce administrative burden? Please provide concrete examples, if
possible.

CropLife Canada strongly supports PMRA’s risk-based regulation of crop protection chemicals. However, a series
of recent policy changes indicates that the PMRA has adopted a more conservative interpretation of the PCPA
that is causing considerable concern for our members and other affected stakeholders. This new interpretation of
the PCPA has resulted in an increasing number of unnecessary, ill-designed policy positions that provide no
incremental value to the safety of people and the environment, but has appreciable administrative costs for both
the industry and government alike. A subset of policy changes that exemplify our concerns have been
summarized below.

PMRA changes to liability statements

The PMRA has indicated that due to a new legal interpretation pesticide labels can no longer have statements
referencing third-party liability. PMRA says this is because it has no authority to assure compliance with such
statements. The process of disallowing liability statements on pesticide labels began with the removal of liability
statements from the labels of pest control products in early 2017. The statements PMRA is removing from labels
include general liability statements that appear on product labels (i.e., the user assumes the risk to persons or
property that arises from any such use of this product) and minor use pesticide liability statements (i.e., a
disclaimer that the directions for use were developed by persons other than the registrant and accepted for
registration by Health Canada under the User Requested Minor Use Program).
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PMRA has indicated that registrants can choose to add liability statements to their marketplace labels, but not to
the official PMRA-approved labels. To facilitate this new approach, PMRA initiated changes to the definition of
marketplace label in the PCPA in order to allow PMRA-approved labels and marketplace labels to differ (Canada
Gazette, Part II (SOR/2018-284) December 2018). CropLife Canada members feel strongly that marketplace
labels should not deviate from the PMRA-approved label as it causes possible compliance issues and confusion
for growers and agronomists, while also increasing the administrative burden to industry as a result of managing
multiple label versions internally. In addition, without liability statements in place on the PMRA approved label,
registrants may be unwilling to support the addition of minor uses in the future, or request more rigorous testing of
minor uses, which could limit the program’s resources and lengthen the time and resources required to complete
minor use projects.

PMRA proposed changes to its tank mix policy

Since 2009, the PMRA has allowed registrants, provincial extension specialists, and crop advisors to promote
unlabelled tank mixes of registered products, providing significant regulatory flexibility for registrants and
increased efficiencies for end-users. In May 2019, based on a new legal interpretation of section 6(5)(b) of the
PCPA, PMRA has proposed to rescind its current tank mix policy. This new interpretation implies that the use of
unlabelled tank mixes contradicts the PCPA in that if the tank mix is not listed on a label, then its use is not
consistent with the label directions – safety is not a concern.

Not only is the statutory language wide enough to encompass an interpretation allowing these safe off-label tank
mix uses, CropLife Canada fears that the PMRA has significantly underestimated the magnitude of work for both
the PMRA and the registrants that the proposed changes will create. Not only would thousands of labels require
amendments, all via submission to the PMRA, there would be an immense re-education effort required within
companies, with retailers, extension specialists, crop advisors, and growers. This effort will be expensive and
resource-intensive and will undoubtedly put Canadian growers at a disadvantage when compared to their
counterparts in the United States.

PMRA Incident Reporting Program and reporting scientific studies

Under the Incident Reporting Regulations (IRR) of the PCPA, registrants must provide the PMRA with scientific
studies related to their active ingredient if they indicate a new or increased health or environmental risk, or the
presence of a derivative that has not been previously detected. The current regulatory requirements for reporting
of scientific studies in Canada require that all studies pertaining to an active ingredient registered in Canada must
be submitted to PMRA, even if the study is not relevant to Canada (i.e., a formulation with two active ingredients,
but only one is registered for use in Canada).

The PMRA acknowledges it is burdensome to review studies that are not relevant to the Canadian market, and
identified that it would be more efficient to focus on studies reporting an adverse effect related to a formulation
registered for use in Canada (as is the position taken by the US EPA). Yet, industry must continue to gather this
information and submit irrelevant studies for government review. The PMRA does not have the regulatory
flexibility to qualify that studies conducted on formulations which contain one or more active ingredients not
registered in Canada need not be reported. CropLife Canada members strongly support the concept of only
reporting scientific studies of relevance to Canada and feel this approach will result in significant efficiency gains
for both registrants and the PMRA and will, in turn, improve the accuracy and utility of resultant data.
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PMRA request for safety data sheet information

In January 2018, the PMRA published guidelines for the voluntary adoption of safety data sheets (SDSs)
according to the Globally Harmonized System of Classifying and Labelling of Chemicals (GHS) format and
classification system. In May 2019, PMRA requested from CropLife Canada and other industry stakeholders that
registrants provide SDSs (or their location online) to PMRA by the end of August 2019 in order for PMRA to
assess the level of adoption of the new policy. PMRA has indicated that if the review indicates a low level of
adoption, the voluntary guidance may become mandatory.

While registrants do not object to providing this information to PMRA, CropLife Canada and other industry
stakeholders have concerns with PMRA’s approach. CropLife Canada believes conducting a review in 2019 of
voluntary guidance established in 2018 is premature and not an effective use of limited government resources. In
addition, the PMRA has not communicated their methodology for this review, and we understand that the random
sample only included products registered prior to the publication of the guidance (i.e., pre-2018). The guidance
does not state an expectation that registrants were to update SDSs retroactively.

Changes made to the definition of “manufacture” in the PCPA

This was included our previous submission on Regulatory Modernization Round #1 but has not yet been
addressed. In December 2016, changes were made to the definition of “manufacture” in the PCPA as a result of
amendments under Bill C13.2. These changes expanded this definition such that locations used to package,
repackage, and/or label a product are now considered manufacturing sites and, as such, must be listed on
PMRA’s Statement of Product Specification Form (SPSF).

It is not uncommon for registrants to use 30-40 different sites for packaging of product into smaller containers,
labelling, and re-labelling of the product. All of these sites must now be listed on the SPSF, requiring the addition
of multiple pages of information. Registrants must submit a significant number of Category F notifications to the
PMRA in order to bring their SPSF back into compliance with the Act. The administrative burden on both the
PMRA and registrants to revise the SPSF to include all packaging and labelling sites, and to amend those sites
each time they are updated, is significant, with no benefit to human health or environmental safety.

CropLife Canada has not received a satisfactory rationale for what seems to be a never-ending rewrite of many of
PMRA’s policies. The work being generated does not contribute to achieve the PMRA’s intended policy outcome
of protecting human health and the environment. Yet, each challenge identified above has the potential to cause a
tremendous administrative burden on the industry.

Each time PMRA proposes a regulatory, guideline, or process change – whether formal or informal – CropLife
Canada must, at minimum, establish a working group of our members who meet regularly until a unified position
is achieved. Changes proposed by the PMRA often also include considerable discussions with legal counsel,
grower groups, other industry associations, other government departments, and PMRA policymakers.

To reduce regulatory burden in this sector, it will be important for PMRA to consider the principles (section 6) set
out in the Treasury Board Secretariat’s Policy on Limiting Regulatory Burden on Business when proposing
regulatory or policy changes or requesting information from industry – whether via formal or informal means.

3. Exploring options to legislate changes to regulator mandates

1) What approaches should TBS consider to legislate regulatory efficiency and economic growth as an
integral part of regulatory mandates?
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The United Kingdom (UK) has adopted an approach that would be ideal for Canada. The UK Growth Duty,
implemented by the government of the United Kingdom in 2017, is statutory guidance that clearly establishes that
government’s expectation that economic growth is an outcome that all regulators should be working towards. This
guidance, issued under section 110(1) of the UK government’s Deregulation Act 2015, was produced to help
regulators fulfill their new responsibilities, both at a strategic and operational level, including the proper
consideration that must be made before allocating resources, setting enforcement policies, and making
sanctioning decisions.

In addition to a Canadian version of the UK Growth Duty, we would strongly encourage the following specific
mandate changes.

Crop Protection

Ten years after the PCPA entered into force, PMRA’s 2016 – 2021 strategic plan was released with a significant
shift in focus. Despite having been included in the two preceding strategic plans, all references to agriculture’s
economic growth, competitiveness and sustainability were discarded [19,20], while at the same time there was a
commitment to being more transparent and increasing Canadians participation in the regulatory process.

CropLife Canada supports increased transparency throughout the product registration and re-evaluation
processes and we support increasing the outreach and participation of industry as mentioned in our answer to
question #1 and also articulated in our previous submission to Regulatory Modernisation Round #1. We are
concerned that the explicit language referencing competitiveness and economic growth, and securing access for
Canadian growers has been lost. We urge the Government of Canada to formally include economic growth in
PMRA’s mandate to require it to give consideration in its work to the Government of Canada’s economic priorities.

Possible approaches could be as simple as an order in council to direct the Agency to formally consult with
stakeholders on the impacts of its potential decisions on Canadian industry competitiveness and sustainability
including implementation timelines. Like the UK’s Growth Duty, it could also require greater government
departmental collaboration and ensure that staff have the information and tools required to integrate economic
thinking into all aspects of regulation – legislation, policy and reviews.

Such collaboration might include the creation of a program with a structure similar to the previous AAFC/PMRA
Sustainable Pest Management Program. Direction in the Health Canada Minister’s mandate letter could be used
as a supplementary tool to provide direction on specific Government of Canada priorities, as they relate to crop
protection and agriculture.

Plant Breeding Innovations

Currently, the agencies involved with approving plants with novel traits (CFIA-PBO, CFIA-Feed, HC-Food) claim
they lack a mandate that would allow the regulator to apply a broader lens to their decisions by taking into
account the possible impacts their decisions may have on Canada’s competitiveness and the sustainability of its
agricultural sector. Not having such a mandate impedes Canada from fostering and facilitating an innovative
environment for companies to grow and for growers to promptly gain access to the latest products of plant
breeding innovations.

CropLife Canada strongly supports a product-based system where approval decisions for plants with novel traits
are reached by taking into account the latest and best science available, yet we believe the system could be
enhanced if regulators are given more room to operate by including in their mandates clear direction on economic
growth.

As such, CropLife Canada believes that the tools described in the previous section could also be tools that apply
to regulators involved in the plants with novel traits approval process. Strategic plans, orders-in-council and
mandate letters could all be used to embed this obligation into regulatory operations.

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/603743/growth-duty-statutory-guidance.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/603743/growth-duty-statutory-guidance.pdf
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We also believe that regular tracking of the regulatory process, comparing to actionable benchmarks is import to
ensure the policy and implementation of the program remains current and risk proportionate; and that the benefits
of program implementation outweigh any negative impacts on innovation, economic growth, competitiveness and
the sustainability of the sector. This is needed as policy is regularly amended by the program administrators and
scientific evaluators and, over time, interpretation of regulations changes based on the influence of individuals,
sometimes moving away from the original intent. It is important to ensure these slow changes over time do not
depart from the regulatory authority and unnecessarily increase regulatory burden.

2) How should the Government measure the impact of regulations on competitiveness? Amount of
dollars invested?

The Government could conduct on-line flash surveys before, and after, regulatory change milestones are
reached. Consistent with open government efforts, it should make this data publicly available for others to also
analyze. Establishing a baseline for approval times, the annual number of product approvals, and
commercialization of new product introductions, and then tracking and comparing this to Canada’s competitors
would be another way to measure.

3) How should the Government define and measure the cumulative burden of regulation?

For our industry, the issue is both one of lost time (i.e., time waiting for approvals) and loss of productivity, and the
inability of our member companies to sell innovative products to Canadian farmers that are in fact available to
farmers in nations with whom we compete internationally. The Government of Canada should invite industry to
submit verifiable data on the cost of their respective regulatory burdens, with a corresponding annual goal of the
Treasury Board Secretariat being an annual reduction in the cumulative amount.

4) What should regulators consider to achieve positive impacts on competitiveness and their regulatory
objectives (i.e. objectives to protect or improve health, safety, security, social and economic well-
being, and the environment)?

Regulators involved in the approval of both crop protection and plant breeding innovation products should actively
engage with regulated parties to help them to understand regulatory concerns and, with them, identify
commercially viable options that provide acceptable risks to consumers and the environment. These options
should then be consulted broadly with all stakeholders to identify and then implement the option that is least
restrictive to Canada’s economic development, competitiveness, growth and sustainability, taking into account
alignment with the approach taken by relevant trading partners, particularly those which whom Canada competes
with in the impacted sector. This approach is an extension of the principle in Canada’s WTO sanitary and
phytosanitary (SPS) obligations to implement least-trade-restrictive measures when options exist, applied to
regulation of the domestic market.
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