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Outline

• Regulating Environmental Release of Biotech-
Derived Plants in Canada

• Three Agricultural Biotechnology Regulatory
Challenges

• Considerations for the Future
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How is Biotechnology Defined in
Canada?

"the application of science and engineering in
the direct or indirect use of living organisms or
parts or products of living organisms in their
natural or modified forms."



4

Agricultural Biotechnology in Canada

• The first genetically engineered (GE) plants were
grown in Canada in 1988.

• Currently, 78 novel plant products have been
approved for environmental release or food or
livestock feed use

• 18 are non-transgenic, or non-LMO



5

Product Development and Regulatory Stages

Contained Research

Confined Research Field Trials

Pre-market Safety Assessments

Commercialization
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Agricultural Biotech Regulatory Challenge

Applying a
science-based
and consistent
regulatory trigger

Contained Research

Confined Research Field Trials

Pre-market Safety Assessments

Commercialization
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Applying a Consistent and Science-
Based Regulatory Trigger

• When does a new (non-rDNA) plant variety
trigger regulation as “novel”?

• How should new crop species be evaluated prior
to large scale cultivation?

• How can regulators ensure risk management or
stewardship conditions are met, when
technology developers are no longer marketing
a product?



8

Agricultural Biotech Regulatory Challenges

Managing the
risks of new
products that are
not intended for
large-scale
release

Contained Research

Confined Research Field Trials

Pre-market Safety Assessments

Commercialization
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Managing the Risks of Products Not Intended
for Large-Scale Environmental Release

• Current risk assessment approach is
comparative, end point is “as safe as”

• New applications will call for an increased focus
on risk-management, e.g. closed-loop
production

• Diverse end uses will create need for simplified
regulatory pathways
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Agricultural Biotech Regulatory Challenges

Reducing
Asymmetric
Authorizations

Contained Research

Confined Research Field Trials

Pre-market Safety Assessments

Commercialization
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Reducing Asymmetric Authorizations

A product has not been
authorized in any jurisdiction.

A product is authorized in
one country, but not by a

trading partner

A product is fully authorized
in both an importing and

exporting country

Three regulatory contexts for low level (adventitious)
presence:
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What does Zero-Tolerance Mean?

Once LLP has been identified actions must be
taken to respond.

• A risk assessment of the situation is triggered.

• The responsive risk management actions taken will be
commensurate with the risk of the product.

• It focuses on case-by-case assessment of a specific incident and
takes appropriate actions commensurate with any risks identified.

• Actions are aimed at returning the situation to compliance.
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An LLP Risk Assessment is not an
Authorization

• “Full” authorizations of GE crops consider the
potential risks of high exposure over a long
period of time.

• An “LLP risk assessment” takes into account low
level, short term exposure and specific hazards
identified.
• The result is NOT an authorization. It provides the basis for

risk management decisions.
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Why Not Set A Threshold?

Pros:
• Predictability
• Would parallel certain other regulatory approaches

Cons:
• Could delay “full” assessments and authorizations
• No science-basis for thresholds
• Non-compliance with the threshold would trigger a

regulatory response
• Acceptability of this approach has not been

assessed with all stakeholders
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Considerations for the Future

• How can opportunities be maximized to align
biotech regulatory policy with invasive species
regulatory policy?

• How can more information about risk management
principles be shared and discussed?

• How can more be done, bilaterally or multilaterally,
to align the timing of regulatory decisions on
products of
ag biotech?
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