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Same trait achieved through different breeding methods
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The breeding process used to introduce 
a new trait into a crop is not a 
particularly useful indicator of new or 
increased hazards.

National Academies of Sciences, Engineering, and Medicine 2016. Genetically Engineered Crops: Experiences and Prospects. Washington, DC: 
The National Academies Press. https://doi.org/10.17226/23395.



The goal of any product regulation system 
should be to assess premarket safety of those 
products most likely to pose unacceptable risk. 

The practical difficulty for regulatory agencies 
is to identify such products in advance while 
allowing safe and useful products to proceed 
to market.”

National Academies of Sciences, Engineering, and Medicine 2016. Genetically Engineered Crops: Experiences and Prospects. Washington, DC: 
The National Academies Press. https://doi.org/10.17226/23395.



A survey carried out in 2018 
found that Canadian plant 
breeders are strongly of the 
view that the present regulatory 
system is a barrier to 
innovation.

https://www.frontiersin.org/articles/10.3389/fgeed.2020.591592/full



Regulatory 
uncertainty 
has negatively 
impacted 
innovation

• Certain types of research have been 
discouraged

• Products being captured even though they do 
not appear to pose an “unacceptable risk”. 

• Conventionally-bred soybean with altered oil 
profile

Challenges of a Product-
Based Approach 



Health Canada Guidance for the Novel Foods 
Regulation, Focused on Plant Breeding

• Consultation was open from March 25 to 
May 24, 2021 

• The proposed changes are not yet final

https://www.canada.ca/en/health-canada/programs/consultation-guidance-novel-
foods-regulation-plant-breeding.html



Health Canada Acknowledged Plant Breeding 
Practices that Support Food Safety

Plant developers are experts in their plant variety and the plant species 
in relation to its use in food, and related food safety. 

This means that they:

• rigorously analyze and understand their new plant varieties in relation 
to food safety

• understand the typical range of nutrients, anti-nutrients, allergens, 
and toxins in their crop

• Note and discard any plants with characteristics that can negatively 
affect food safety are throughout the plant development process.



Health Canada – In Our View – Successfully 
Characterized Risk

New plant varieties will not require pre-market food safety 
assessment unless:

1. There is a new, or increased, allergen or toxin

2. There are impacts on key nutritional composition and metabolism

• e.g., a nutritional change in the plant would exceed a dietary upper intake 

limit or fail to meet estimated average requirements of key nutrients

3. There is a change in the food use of the plant

• e.g., eating a part of the plant not eaten before

4. Foreign DNA inserted in the final product



What Does This Mean for Gene Editing? 

If there is no foreign DNA in the final product, gene 
edited plant varieties will not be novel foods, unless 
the breeding objective would result in one of the 
identified risks.



Health Canada Voluntary Transparency Initiative

For non-novel gene edited products, developers are asked to provide 
information for posting on the Health Canada website. This will include:

• Intended date of commercialization

• Name of plant species

• A description of the intended food use of the plant variety

• A description of the altered or new characteristic(s)

• Information regarding analyses performed to confirm that the new plant 
variety does not contain any foreign DNA sequence

• Rational for non-novelty (why the variety does not pose a food safety risk)…

This is not a pre-market safety assessment of the gene-edited plant.



Clarity Needed for Three Regulations: 

Health Canada – Novel Foods Regulations:

• Consultation closed, final guidance anticipated after the election

CFIA – Seeds Regulations Part V:

• Consultation on new draft guidance open until September 16th

CFIA – Feeds Regulations:

• Consultation anticipated before year end



Comments and Questions?

krista@canadagrainscouncil.ca


