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The plant biotechnology industry is a global, research-based industry that invests significant amounts of capital
and time into the discovery, development and regulatory approval of genetically improved crops. These crops
are hugely beneficial to farmers, consumers and the environment worldwide. The improved crops offer resistance
to drought, salinity, pests and diseases. Genetic improvements deliver crops with more predictable yields,
improved quality and nutrition.

As the number and diversity of plant breeding innovations increase, the Canadian regulatory system needs to
adapt to remain competitive in a global marketplace and to promote investment in Canada. This report acknowledges
the past successes of the Canadian regulatory system and identifies current and impending challenges. CropLife
Canada makes a series of recommendations that would result in a timelier, more predictable and increasingly
transparent safety review and approvals process. These are the policies needed to ensure Canada remains a
center for innovation and investment in plant biotechnology.  

This report builds on a previous document prepared by CropLife Canada for the Government of Canada in 2014
entitled, “Towards a More Efficient and Predictable Regulatory System for Plant Biotechnology in Canada (1)” and
underscores the recommendations that were contained in that report. 

A brief background describes the origins of modern plant breeding from its earliest forms in relatively primitive
agriculture, through to today’s complex gene-based discovery science. The past successes of plant biotechnology
are evidenced by the widespread adoption of plant biotechnology innovations over the last 20 years by millions
of farmers, spanning hundreds of millions of acres throughout the globe. There is a clear global consensus that
the growth of plant biotechnology will play a vital role in meeting the needs of a hungry planet. Canada has an
opportunity to play a leading role in these efforts.

The efficiency of the Government of Canada’s regulatory system is the most critical element in facilitating capital
intensive, research-based innovations. There is a relatively short window to make a commercial success
of research-based investments. Predictable submission review times are needed by both start-ups and
larger corporations to manage the risks of large capital investments in research.

The plant biotechnology industry is supported by a strong science-based regulatory regime throughout the world.
Periodic reviews of these regimes are needed to keep them synchronized with the pace of innovation. It is important
however to acknowledge that during the past two decades, not one product submitted for review has been
deemed harmful to either humans, animals or the environment (2) (3). Trillions of meals safely consumed in that
time attest to the outstanding levels of safety presented by these innovations; for both consumers and the
environment.

While this report focuses on Canada’s regulatory system, it is noteworthy that systems in the United States,
Australia, Brazil and Japan are working towards improving their abilities to review and approve submissions in
a timely manner. This is a global industry. Innovation and investment will flow to the jurisdictions with the most
timely and efficient regulatory frameworks.

The recommendations set out in this report are designed to ensure that the Canadian regulatory process is on
par with that of our major trading partners when it comes to timely and efficient regulatory review of products of
plant biotechnology.  
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The Croplife Canada recommendations focus on:

• Managing differentiated levels of risk appropriately; 
• Having the capabilities to address new types of technologies and/or plants;
• Having the capabilities to handle an increase in the numbers of submissions;
• Creating a mechanism to manage contentious issues; and
• Ensuring a single coordinated process without duplicative roles and responsibilities, but with
clear accountabilities, transparency and performance standards.

These recommendations are entirely consistent with the Government of Canada’s new Innovation Agenda.The
federal government has clearly stated its desire to modernize its regulatory frameworks in order to adapt to and
capture the potential of innovative industries. There can be no greater example of this than the plant biotechnology
sector. 



Modern plant biotechnology has its roots going back thousands of years. The earliest agriculturists unknowingly
started a process of shuffling or combining genes between closely related plants, which were capable of breeding
with each other, and selecting the combinations that made better crops. 
This has historically provided humanity with the crops that we depend 
upon for our existence.

The repeated selection of seeds from plants with good crop 
characteristics over time is the backbone of traditional breeding
methods. Characteristics for selection, or traits, include improved
crop quality, nutrition, taste, higher yield, earlier cropping, and 
resistance to drought, high salinity, pests and diseases.

Traditional plant breeding relies on recognizing a natural variation within
a crop and selecting the plant with the desirable characteristic to reproduce. 
It is effective, relatively cheap and it has provided us with most of the major food crops we enjoy today. It remains
the primary breeding technique. However, there are two major limitations of conventional breeding; first, the amount
of time required to generate desirable off-spring, and second, breeders are limited to selecting for characteristics
already present in the breeding populations. 

More recently, plant breeders have been able to precisely
and effectively make these same desired improvements 
using various molecular techniques, which are much 
more precise and time efficient.

Plant biotechnology is a term that covers a variety of 
modern plant breeding techniques used to develop
crop improvements. One of the most commonly 
discussed examples of plant biotechnology is
genetic engineering (GE). Products of genetic 
engineering are often referred to as genetically 
modified organisms (GMOs) and include innovations
such as herbicide tolerant crop varieties and 
non-browning apples. 

However, there are many different methods used by plant breeders to precisely introduce desirable 
characteristics, and new techniques are being developed all the time.

Traditional breeding and modern plant breeding work toward the same goal, to modify a crop’s genetics by
selecting new genes, introducing new genes, modifying existing ones, or removing detrimental genes.
Today, seed research is highly sophisticated. In the lab, scientists work carefully to identify the specific genes
responsible for traits that make crops tastier, more nutritious, heartier or more tolerant of drought, pests,
floods, pesticide, or saline environments.
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It is important to understand the vital role that plant biotechnology plays in global modern agriculture. CropLife
International reports that in the U.S., 94 per cent of the recent planted areas of soybeans, 96 per cent of cotton and
93 per cent of corn were genetically modified varieties. In Canada, there are similar levels of uptake for soy and
corn, as well as canola.

The 2015 report of the International Service for the Acquisition of Agri-Biotech Applications (ISAAA) portrays a
compelling global story. There has been an unprecedented growth. Cumulative global area stands at 2 billion
hectares of biotech crops, equivalent to twice the total land mass of the U.S. (937 million hectares) (4).

Farmer benefits for the period 1996 to 2015 were conservatively estimated at over U.S. $150 billion. Today up to
18 million farmers are now benefiting from these crops, of whom, remarkably, 90% are small resource-poor farmers
in developing countries.

Of the 28 countries planting biotech crops in 2015, the majority (20) were developing countries. ISAAA also reports
that a 2014 analysis concluded that global technology adoption had reduced pesticide use by 37 per cent, increased
crop yields by 22 per cent, and increased farmer profits by 68 per cent (5). Farmers are adopting plant biotechnologies
to increase the quality and yield of their crops and in doing so improving environmental sustainability.

“Feeding the world” has become a catch phrase used by many across parts of the global system of agriculture and
agri-food. It reflects the many contributions that are being made to generate the capacity throughout the world to
feed our growing population. It is an uncontested fact that the growth of plant biotechnologies is now, and will into
the future, play an indispensable and primary role in meeting the needs of a food hungry planet.

Once the genes carrying the beneficial traits have been identified, the next step is to introduce them into the
desired crop plant. Earlier breeding techniques were often imprecise, necessitating lengthy and extensive
selection. Modern plant biotechnology, however, can achieve precise transfers of as small as a single gene.
After planting in the lab, the genetically improved seedlings are moved to greenhouses, where further tests
are performed in a controlled environment.

To ensure a biotech seed offers maximum farm and consumer
benefits and to be certain there are no unintended effects, hundreds
of thousands of plants are then grown and studied over several
years. Only after rigorous tests for the safety and reliability of the
biotech trait are complete will the top performing plants be selected
to produce the crop that will be made available to farmers around
the world.

------------------------------
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Canadian farmers have embraced plant biotechnology over the last two decades because of the incredible benefits
it has delivered. A recent report, “The Value of Plant Science Innovations to Canadians” (6), quantified the value
that plant science technologies (both pest control products and products of plant biotechnology) deliver to the
economy, the environment and communities across Canada. The findings were compelling. 

Plant science innovations help farmers improve productivity on existing
Canadian farmland, saving more than 35 million acres of natural land
that would otherwise have to be used for agriculture. This is significant
in protecting Canada’s biodiversity. The plant science industry also helps
drive Canada’s economy, contributing $9.8 billion to Canada’s GDP every
year. Every day consumers benefit from plant science innovations.
The average Canadian family saves about $4,400 a year on food costs
thanks to efficient, high-yield farming practices, enabled through plant
science technologies.

Plant biotechnology is a major contributor to some of Canada’s most important crops. Take canola, for example,
where almost 20 per cent of the crop yield is largely attributable to biotechnology. This accounts for almost $1.4
billion dollars in value for the crop each year. Similarly, in corn, plant biotechnology is responsible for almost 15
per cent of the crop yield, accounting for almost $350 million in value. In the case of soybeans, just under 10
per cent of the yield is attributable to plant biotechnology, at a value of almost $180 million. All in all, modern plant
breeding adds almost $2 billion worth of value to crops in Canada.

Farmers’ use of crops derived from plant biotechnology helps them grow more and higher quality crops. This has
ripple effects throughout the entire value chain and indeed the Canadian economy. In fact, improved production
thanks to plant biotechnology contributes about $2.4 billion to the Canadian economy.  

Without these enhanced crops, Canadian farmers would be challenged to sustainably produce food to feed
Canadians and export to hungry nations around the world. 
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The plant science industry is one of the world’s most research and development intensive industries. It ranks in
the top four global industries in terms of percentage of sales invested in research and development (R&D). The
industry’s top 10 companies invest U.S. $2.25 billion annually, or 7.5 per cent of sales, into R&D of cutting edge
products in crop protection, non-agricultural pest control, seeds and plant biotechnology (6). Canada is poised to
capture a greater share of this research and development spending with the right regulatory framework.

Successfully bringing a new biotech crop to be grown and traded around the world, takes a great deal of time
and money. A new research survey published by CropLife International shows how it all adds up (7):

• The cost of discovery, development and authorization of a new plant biotechnology trait can total up to
U.S. $136 million;

• The time from the initiation of a discovery project to commercial launch average is 13 years; canola is 
around 12 years, corn is 12 years and soybean 16 years.

Regulatory science, registration and regulatory affairs accounts
for the longest phase in product development, taking more than
a third of total time involved. This is one reason for industry’s
focus on the regulatory process in each country. Compared to
other types of regulatory submissions, the number of plant
biotechnology submissions may not be that high, but the economic
scale of these plant biotechnology submissions is large.

The net present value of biotechnology products can range up to U.S. $1 billion. Given that the time from the initiation
of a discovery to a commercial launch can span 12 to 16 years (7), this leaves few remaining years before patents
expire to launch products and earn a sufficient return on these huge investments.

The approval process is a very consequential factor in the viability of the plant biotechnology business. Reducing
the time spent and cost by both government and industry in regulatory science, registration and regulatory affairs
related activities from the historical norm is essential to ensuring continued innovation in Canada.

It is important to understand the linkages between regulatory approval in “grower” countries and regulatory approvals
in “importing” countries. In that regard, China, which is a significant importer of plant biotechnology derived grain

products, requires a prior approval in another country, be-
fore it will receive submissions in its country. Hence, there
is a significant focus on receiving a first approval from one
of a handful of countries, of which Canada is one. Delays
in achieving a Canadian approval can result in a delayed
Chinese import approval, which can severely delay a
global launch of a crop, or limit the success of a product
that is launched domestically. 

---------------------------------
Regulatory science, registration
and regulatory affairs accounts

for the longest phase in 
product development

--------------------------------------------
It is important to understand the linkages 
between regulatory approval in “grower”
countries and regulatory approvals in

“importing” countries

6



----------------------------------
Take advantage of a pending
wave of innovation within the

industry

7

The plant biotechnology industry has been developing and submitting new traits for approval for more than 20
years. During this period, there has not been one incident of introducing a harmful product into the marketplace,
for either humans, animals or the environment. Science has decisively found that these foods have no negative
impact on health. More than a trillion meals containing genetically modified food have already been eaten without
incident. 

These enhanced crops are the most extensively
tested food crops available today and their safety 
has been endorsed by scientists worldwide, as
well as numerous scientific and regulatory
agencies and international organizations — 
including the World Health Organization, the
Food and Agriculture Organization of the United
Nations and the Organization for Economic 
Cooperation and Development. The industry
believes that regulatory due diligence should
reflect the risk profile of the submissions and
the risk profile should incorporate the considerable 
risk-free history of the industry. 

Every year of delay in the approval process, either abroad or domestically, represents a 10% reduction to the net
present value of the product (7). This delay is also a lost opportunity for farmers in terms of not benefiting from the
improved plant characteristics. 

It is no coincidence that companies in this industry have historically comprised some of the largest corporations
in the world. Few companies have afforded the levels of upfront investments for discovery, development and
authorization, of the new plant biotechnology traits.

Not only has the number of companies been small but the numbers and types of plant biotechnologies that have
come to market in the past 20 years have been relatively few, considering the number of potential field crops,
fruits and vegetables globally. New market entrants have recently emerged and this demonstrates the potential
for change. Canada must position itself to take advantage of a pending wave of innovation within the industry
(8) (9).

------------------------------
The most extensively tested
food crops available today
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The following are statements of support for the safety of crops developed through plant biotechnology from various
reputable organizations and regulatory bodies around the world:

The American Medical Association

“There is no scientific justification for special labeling of genetically modified foods. Bioengineered foods have
been consumed for close to 20 years, and during that time, no overt consequences on human health have been
reported and/or substantiated in the peer reviewed literature.”

The American Association for the Advancement of Science

“The science is quite clear: crop improvement by the modern molecular techniques of biotechnology is safe.” 

Food Standards Australia & New Zealand

“Gene technology has not been shown to introduce any new or altered hazards into the food supply, therefore
the potential for long term risks associated with GM foods is considered to be no different to that for conventional
foods already in the food supply.”

Seven of the World’s Academies of Sciences (Brazil, China, India, Mexico, the Third World Academy of

Sciences, the Royal Society, and the National Academy of Sciences of the US)

“Foods can be produced through the use of GM technology that are more nutritious, stable in storage and in principle,
health promoting— bringing benefits to consumers in both industrialized and developing nations.”

The U.S. National Academies of Sciences (2016) Genetically Engineered Crops:

Biotech foods are as safe as conventional foods for consumption and the environment.

A Joint Insertional Effects Paper by the Canadian Food Inspection Agency (CFIA) and Health Canada 

Attests to the fact that essentially there is no difference in risks from introducing traits between genetically
engineered and conventionally bred plants.

Nobel Laureates’ Letter Supporting Precision Agriculture (GMOs): 

Over 100 Nobel laureates, reinforcing the international scientific safety consensus on products of biotechnology,
called upon governments of the world, to accelerate the access of farmers to all the tools of modern biology,
especially seeds improved through biotechnology.



The plant biotechnology sector is one of the most carefully regulated industries in the world. These products must
meet an exhaustive series of regulatory requirements to ensure environmental, human and animal safety before
they are released onto the market.

Sound regulation is essential to ensure the responsible and sustainable
use of products of plant biotechnology. CropLife Canada and its international
partners support a global, innovation-friendly regulatory environment – one
that is timely, predictable, transparent and evidenced-based.

Science-based regulation is the most effective way to ensure farmers have
the choice of the best available technologies and crop varieties to help
them meet their own agricultural needs in a sustainable way.

CropLife Canada commissioned a study in 2014 on the plant biotechnology
regulatory systems in several countries (10). While many countries around the world have adopted different approaches
to regulating products of plant biotechnology, all countries have implemented robust regulatory frameworks for these
products and in most countries these frameworks are premised on a science-based, risk assessment system.

In general, there are three different approaches to the regulation of plant biotechnology products in the countries
examined: a highly-centralized approach like that adopted in Australia and Brazil and a decentralized approach as
best exhibited in the U.S.; and a hybrid approach in Canada. The more centralized approach appears to be
timelier.

Australia and Brazil are, with a few exceptions, highly centralized in their approach to regulating plant biotechnology
products. Both have established a single statutory body responsible for biotechnology policy, have created a dedicated
regulatory framework for biotechnology, and have appointed a regulator with overarching authority to approve biotech
products.

The U.S. has taken a decentralized approach. Rather than establish a new dedicated regulatory system, or appoint
a centralized regulator for products of plant biotechnology, the U.S. has chosen to rely instead on its existing legislation
and government departments and agencies; principally the Food and Drug Administration (FDA), the United States
Department of Agriculture (USDA) and the Environmental Protection Agency (EPA).

Canada also did not establish a new dedicated regulatory 
system, or appoint a centralized regulator for products of 
plant biotechnology, but has chosen to rely instead on its 
existing legislation and government departments and
agencies; namely Health Canada, which examines human
safety and the Canadian Food Inspection Agency (CFIA), 
which examines animal and environmental safety. 
Canada, however, differs from the U.S. in that while there are 
separate departments and agencies involved, the regulatory
process is described as one integrated (no-split approval) 
process.

----------------------
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Several factors impact how long it takes to obtain regulatory approval of a plant biotechnology product. This can
include the number of agencies involved in the review process, the requirement for public consultations, and
whether the process includes an opportunity for interest groups to challenge an approval through political or
judicial routes. In addition, there are various ways to measure the length of the regulatory approval process—
tracking it from the first date of informal consultations to commercialization or, using a narrower approach,
measuring the time required for the science review alone.

The data suggests that Australia’s science review appears to be
the most responsive—its actual review times are the shortest
and the only ones that correlate to their mandated Maximum
Review Times. Interestingly, Australia’s regulator also has a
Service Charter outlining its service standards in dealing with
applicants and has surveyed applicants to determine their
satisfaction with the system. Based on the data, Brazil appears
to be on par with Australia in its review times, while science
review times in Canada and the U.S. are double those in the
other countries. However, the U.S. has a time-consuming con-
sultation and challenge process, which Canada does not.

------------------------
Measuring the time 

required for the 
science review 

alone

This report uses the term “plant biotechnology” products. However, the Canadian regulatory system technically
refers to Plants with Novel Traits (PNT); Novel Feeds and Novel Foods. These are subject to examination under
Canada’s regulatory system and cannot enter the marketplace unless the CFIA’s and Health Canada’s
assessment determines that they are as safe for use as food, feed and release into the environment as
other plant varieties already being grown.

Responsibility to approve products of plant biotechnology is divided across several federal regulatory groups as
set out on the next page. Currently when a plant has been determined by a regulator to be a PNT, a Novel Feed
and/or a Novel Food, the CFIA and Health Canada conduct joint consultations with the applicant and coordinated
reviews of the product.

This harmonization of approvals, also called the “no-split” approval
policy, was adopted in 2000 by both the CFIA and Health Canada
to minimize the potential for unapproved products to enter the
Canadian environment, food or feed supply chains.

Canada’s plant biotechnology product regulatory system is
described by the government as a single process, with the
coordinated involvement of several functional groups within
CFIA and Health Canada.

----------------------------------
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The CFIA’s environmental safety assessment considers:

• The potential that the plant will become a weed of agriculture or be invasive in the Canadian 
environment
• The potential for negative consequences to environmental safety resulting from the production 
of hybrids between the plant and any domestic or wild sexually compatible relatives that are 
present in Canada
• The potential to harbor and/or facilitate the spread of a pest or pathogen in the Canadian 
environment
• The potential for the plant have negative impacts on non-target organisms interacting directly 
or indirectly with it, including humans as workers or bystanders
• Other potential negative impacts on biodiversity, including changes to environmentally 
sustainable crop management practices

The CFIA’s livestock feed safety assessment considers:

• Whether the plant is safe for animal consumption
• Whether the plant is as nutritious as its conventional alternatives
• Whether exposure to the plant or its product could pose a hazard to those working with it

Health Canada's food safety assessment considers:

• Composition of the novel food compared to non-modified counterpart foods
• Nutritional information compared to non-modified counterparts
• Potential for introducing new toxins
• Potential for causing allergic reactions
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Croplife Canada has undertaken a review of its member companies’ experiences since the last  industry report
in the spring of 2014. There have been nine submissions that were already in the system in November 2013
or have been submitted in the interim. It is important to underline that it is not the number of the submissions, but
the economic scale of the submissions that is most compelling.

CropLife Canada recognizes and applauds the indications that officials administering the Canadian regulatory
system are looking for improvements. These include:

• Health Canada’s initiatives towards voluntary service standards;
• One of the recent submissions is part of a pilot project for a single CFIA molecular characterization 
assessment, although it is not clear the exact nature of the roles of the assessing group Plant Biosafety
Office vs. the other group the Animal Feed Division, and it leaves a duplicate review being undertaken 
at Health Canada;
• Health Canada has stated that it has been discussing internally and has intentions to formalize a process
for familiar products such as molecular stacks (a combination of new traits);
• There has been visible heightened attention from the CFIA’s and Health Canada’s executive 
management to the industry’s concerns; and
• The history of several submissions suggests that some of the groups within the CFIA and Health Canada
have commenced reviews in a timelier manner.

Notwithstanding the positive indications noted above, those responsible for managing their companies’ submissions
through the Canadian regulatory system, identified areas of concern with the regulatory system, including:

• Worries when global launches of products are delayed because of the lack Canadian approvals, 
which is a precondition in part for seeking authorizations in China;
• Concern that future technologies or crop innovations could overburden the current system; and
• Frustration with the lack of clarity and consistency on the requirements for submissions and the 
lack of a mechanism for these to be resolved at a higher management level (e.g. herbicide 
residues, RNAi) .

The majority of submissions have followed a pattern that was reported in the prior report – generally taking a
year to get the reviews underway and approximately 24 months to receive approvals. Recently, however, several
of the submissions started within a few months and proceeded on a timely basis.

Several submissions were impeded by the CFIA’s insistence on
conducting reviews of the potential presence of herbicide
residues, specifically with herbicide-tolerant plants. These reviews
are already addressed by another agency - Health Canada’s Pest
Management Regulatory Agency (PMRA), which registers new
pesticides or new uses of existing pesticides.

The Canadian approval times were compared to the U.S. experiences
and for several reasons, the Canadian regulatory scientific review
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process is, on average, proceeding more slowly than its
American counterpart. The effects of U.S. consultation
processes and litigation result in more comparable times.

The 2014 report shone a light on the need for improvements
within the regulatory system, but to date there has been
limited results. This is unfortunate given that CropLife
Canada’s recommendations were entirely consistent with
the Federal Government’s Cabinet Directive on
Streamlining Regulation issued in 2007 (11).

CropLife Canada’s recommendations in 2014 were consis-
tent with those of the report of the Senate Committee on Agriculture and Forestry, entitled The Key to Feeding a
Growing Population, which was issued in June 2014 (12). It made several significant recommendations related to
the regulation of products of plant biotechnology in Canada. Two recommendations were:

1. That Health Canada and the CFIA make changes to the safety assessment process for plants with 
novel traits, to centralize information and data collection, accelerate the review process, and improve 
predictable review times.

2. That Health Canada, while maintaining Canada’s high food safety standards, develop innovative 
procedures that reduce the time for the evaluation of technical and scientific data during the safety 
assessment of food additives, novel foods (including biotechnology-driven foods….).

---------------------------------
Canadian regulatory scientific
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This report has indicated how the regulatory regimes in other countries are publicly communicating their commitments
to improve the efficiencies within their systems. This includes the U.S., where the Department of Agriculture (USDA)
and the Environmental Protection Agency (EPA) are communicating clearly and publicly about their efforts to
modernize and streamline plant biotechnology reviews. Since 2014, when CropLife Canada issued its first
report, not a single declarative commitment has been made by the Government of Canada to improve its 
system.

---------------------------------
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CropLife Canada has established a set of recommendations to ensure that Canada’s regulatory system for products
of plant biotechnology provides a level of timeliness, predictability and transparency, which is at the level of our
trading competitors.

•••• PUBLICLY COMMITT TO MODERNIZING THE REGULATORY SYSTEM 
FOR PLANT BIOTECHNOLOGY

CropLife Canada recommends that the Government of Canada
publicly commit to improving the efficiency of the approval system
for products of plant biotechnology, while indicating to the public
and industry that both innovation and safety remain top priorities.

To achieve this goal CropLife Canada recommends that the Government
of Canada modernize its approval system (currently housed in Health
Canada and the CFIA) such that similar activities are not taking place
in multiple departments/agencies/evaluator groups, specifically:

• One functional group in either the CFIA or Health Canada (not three) undertaking molecular reviews;
• One functional group in either the CFIA or Health Canada (not two) undertaking nutritional reviews;
• One functional group in either the CFIA or Health Canada (not two) undertaking toxicology reviews; and
• The PMRA within Health Canada exclusively undertaking herbicide residue reviews.

Notwithstanding that there are elements to these reviews which are unique to environmental, animal (livestock)
and human safety, it is the view of CropLife Canada member companies that one competent scientific authority
should be able to undertake the required reviews on behalf of the government, and share those results with other
functional groups. Mutual recognition, or safety assessment sharing, can certainly work between functional groups
within one coordinated regulatory process. These improvements would ensure that government resources are
used with greater efficiency and applicants would have a clear path to product reviews, with no compromises on
safety.

•••• SET PERFORMANCE STANDARDS
CropLife Canada recommends that the Government of Canada establish clear performance standards governing
the safety assessment process for products of plant biotechnology. 

These standards should apply to the regulation of products of plant biotechnology cutting across all federal
departments and agencies that play a role in the process. As it stands, there are informal service standards, but
no reporting requirements, and no overarching service standards for the entire regulatory process. 

To support this goal, CropLife Canada recommends that
the government establish stable and transparent lines of
communication between the CFIA’s Pre-Market Applications

--------------------------
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Submissions Office, Health Canada and the applicants. This would greatly improve the transparency of the
regulatory system. Clear and predictable performance standards would benefit companies as they prepare new
innovations for global and domestic product launches. Furthermore, it would support the profile of the Canadian
government on the international level, as an organized and efficient scientific regulator, thereby promoting further
investments into Canada.

The industry is also in need of a procedure that allows companies with submissions, to raise issues to a management
level above the reviewer, without creating a sense of undercutting an individual reviewer’s work or responsibilities.
Within the past two years, there have been submissions that have been extremely difficult to achieve a resolution
about process and/or substantive science issues, due to the cutting-edge nature of innovations. As new traits,
crops and techniques continue to be introduced, this procedure would allow new issues to be flagged early, and
enable the regulators to make the necessary policy adjustments and to further modernize the approval process. 

Overall, performance standards should include:
• Maximum timelines for safety assessments
• A central and clear process for reporting to developers and government managers on the status of 
submissions
• A formal process for managing contentious files and to raise concerns to a management level above the
reviewer, regarding the application of science, policy and the methods of the review process 

•••• ESTABLISH A PROCESS FOR MANAGING DIFFERENT LEVELS OF RISK
CropLife Canada strongly recommends that a senior working group, which includes both industry and government
representatives, be established to develop a tiered risk assessment process, which can triage risks associated with
new products and decide how to regulate them appropriately. 

This should specifically address changes in plant science innovations, which have emerged in recent years (e.g.
gene editing, CRISPR-CAS9). These are early indicators that the pace of technology development is likely
to increase rather than slow. It is essential that the approach to reviewing products developed by these technologies
will be based on a predefined and transparent process, which is based on a definition of risk that is consistent across
all departments responsible for these products. 

An example of a “tier” would be the U.S. Governments work toward “deregulating” certain groups of products, or
alternatively providing “extensions”, thereby approving the new product under an existing approval, due to a high
degree of similarity and history of safe use.

The number of innovators in the plant biotechnology industry and the diversity of applicants, crops and traits
combinations are beginning to increase significantly. Considering the challenges the current system has in managing
submissions, this tiered risk assessment approach would position the government to manage the expected increases
in the number and variety of submissions with much greater efficiency.

It is not acceptable for government to expect companies to be competitive and job–producing entities when they
are faced with a complete lack of predictability during national and global launches of very significant innovations. 

----------------------------------------------
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This report has provided a description of the roles the plant biotechnology industry is playing in order to be a
major factor in improving the ability of farmers to succeed, consumers to benefit and the environment to be more
sustainable.

It has also demonstrated the challenges that companies face bringing their discoveries through the development
phase and to receive regulatory authorizations.

This report focuses on the regulatory system because it holds the key to facilitating the development of capital
intensive, research-based, innovations. The report highlights the relatively short window to make a commercial
success of the research based investments and the need to alleviate the cash burn that start-ups would
find prohibitive, during lengthy period of reviews.

The plant biotechnology industry supports a strong science-based regulatory regime throughout the world. It
does, however, want to ensure that ministers, policy advisors, regulators, stakeholders and consumers understand
that during the past two decades, there has not been one product submitted for review that has been deemed
harmful to either the environment, humans or animals. Trillions of meals safely consumed in the meantime, attest
to the increasing contribution of the plant science industry.

This report provides CropLife Canada’s recommendations to improve both the efficacy and efficiency of reviews
of plant biotechnology submissions.

CropLife Canada believes these recommendations are entirely consistent with the interests of the Government
of Canada – promoting an innovative economy with strong but streamlined regulatory processes.

We urge the Government of Canada to take the necessary actions, so that in cooperation with industry and
farmers, we can continue driving the Canadian advantage. 
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CropLife Canada is the trade association representing the manufacturers, developers
and distributors of plant science technologies, including pest control products and products of plant
biotechnology, for use in agriculture, urban and public health settings. The industry strives to ensure
that the benefits of plant science innovations can be enjoyed by both farmers and consumers, and
promotes sustainable agricultural practices.
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