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• Jurisdictional overview for Food Safety in Canada
• Food Directorate Roles/Responsibilities
• Food/NHP Interface
• Foods with unique regulatory requirements: 

– Foods for Special Dietary Use
– Infant Formulas
– Standardized Foods
– Novel Foods
– Novel Fibres
– Food additives
– Foods with added vitamin/minerals (Food Fortification / Supplemented Foods)

• Health claims for foods

Agenda
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Health Canada
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Canada’s Health Portfolio

3



Health Products and Food Branch
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Assistant Deputy Minister
Biologics and Genetic Therapies 
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Marketed Health Products 
Directorate

Medical Devices Directorate

Natural and Non-prescription Health 
Products Directorate

Therapeutic Products Directorate

Veterinary Drugs Directorate

Food Directorate

Office of Nutrition Policy and 
Promotion

Resource Management and 
Operations Directorate

Policy, Planning and International 
Affairs Directorate



In support of Health Canada's mission to help Canadians
maintain and improve their health, the Food Directorate is the
federal health authority responsible for establishing policies,
setting standards and providing advice and information on the
safety and nutritional value of food.

Our key activities include:
 conducting scientific research
 conducting health risk and benefit assessments
 developing policies, standards and guidelines
 evaluating submissions from the food industry
 providing information to support Canadians in decisions about food 

& diet

Food Directorate Mission
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Director General

Bureau of 
Nutritional 
Sciences

Protects 
Canadians 
from health 
risks due to 

insufficient or 
excess intake 

of nutrients

Bureau of 
Chemical 

Safety

Ensures that 
chemicals are 
not present in 
foods at levels 
that could lead 

to adverse 
health effects 

Bureau of 
Microbial 
Hazards

Minimizes 
public health 
risks from the 

consumption of 
foods 

contaminated 
with bacterial, 
parasitic, viral 

and prion-
disease agent

Bureau of Policy 
Intergovernmental 
and International 

Affairs

Provides 
leadership and 

direction on 
domestic and 
international 
policy, and 
regulatory 

initiatives for 
food safety and 

nutrition

Bureau of 
Food 

Surveillance 
and Science 
Integration

Provides data, 
analysis and 
expert advice 

related to 
biostatistics, 

bioinformatics; 
and food and 

nutrition 
surveillance

Bureau of 
Business 

Systems and 
Operations

Supports Food 
Directorate 
committees 

and maintains 
the Submission 
Management 

and Information 
Unit (SMIU)

Food Directorate Structure
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• It is the responsibility of the food manufacturer to ensure that the food or food ingredients 
produced are safe (Section 4 of the Food and Drugs Act)

• Regulations may be: 
– PROHIBITIVE

• Examples: limit on aflatoxins in nuts, mercury in fish

– PRESCRIPTIVE (Post-market surveillance)
• Compositional Standards 

– Examples: Soybean oil, Orange juice, milk 
• Requirements for nutritional quality of foods

– Examples: Vitamin D in Milk
• Mandatory nutrition labelling

– Examples: Nutrition facts table, bilingual

– ENABLING (Pre-market assessment)
• Novel foods, Food additives, Infant formula, Supplemented foods

Key concepts of the Food Regulations
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• "food" means any article manufactured, sold or represented for use as a food 
or drink for human beings, including chewing gum, and any ingredients that 
may be mixed with food for any purpose whatever

• “natural health product” is a vitamin, mineral, herbal remedy, homeopathic 
medicine, traditional medicine, probiotic or other product like amino acid or 
essential fatty acid this is for
– the diagnosis, treatment, mitigation or prevention of a disease, disorder or 

abnormal physical state or its symptoms in humans
– restoring or correcting organic functions in humans; or
– modifying organic functions in humans, such as modifying those functions 

in a manner that maintains or promotes health.

Foods versus NHPs 
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• Guidance document – Classification of products at the food-natural health 
product interface: products in food formats (2017)

• Criteria taken into account for classification as a food or NHP:
• Product Format
• Product representation

• Includes indications of use, claims and placement and location of sale
• Public perception and history of use 
• Product composition

• Representatives from both Directorates are involved in the classification 
decision-making process

– Any modification to the product representation including changes to the label and 
claims can change the classification of a product

– The classification of a product as a food or a NHP does not mean the product is a 
compliant food or NHP

Food-NHP Interface
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• Examples of products typically classified as foods
• Products in conventional formats (e.g. bars, yogurts)
• Prepackaged, ready to consume drink products (≥ 125 mL)
• Products in a confectionary food format (e.g. gums, mints, chocolates) and 

represented as candies, treats or refreshing
• Products in powder format and represented as beverages, drinks/drink 

mixes, shakes and meal replacements

• Examples of products typically classified as NHPs
• Products in formats ≤ 90 mL and to be consumed in a single dose
• Products in confectionary format and represented in lozenges, cough/throat 

drops or cough tablets
• Products in powder format and represented for detox, muscle building or as 

a multi-vitamin
• Capsules (not considered a food format)

Food–NHP Interface
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Example of a product at the Food-NHP Interface
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• A food that has been specially processed or formulated to meet the 
particular requirements of a person:
– in whom a physical or physiological condition exists as a result of a disease, 

disorder or injury; or
– for whom a particular effect, including but not limited to weight loss, is to be 

obtained by a controlled intake of foods

• The list of products that can be represented as FSDU is restricted and 
specified in B.24.003(1):
– Formulated liquid diets (FLD)
– Meal replacements (MR)
– Nutritional supplements (NS)
– Gluten-free food
– Food represented for protein-restricted diets
– Food represented for low (naming the amino acid) diets 
– Food represented for use in a very low energy diet (FVLED)

Foods for Special Dietary Use
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• Infant formula must comply with the compositional requirements set out in 
the FDR

• Infant formulas are subject to specific labelling requirements (e.g. 
directions for use, expiration date) and restrictions on claims (only a very 
limited number of nutrient content claims are permitted on infant formulas)

• All new infant formula and infant formula that has undergone major 
changes in composition, manufacturing or packaging is subject to pre-
market notification
– If Health Canada’s decision is favourable the applicant receives a Letter of No 

Further Questions, after which the product can be sold in Canada.

Infant Formulas
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• Standards of Identify, indicated by [S] in the FDR, set out what ingredients 
a product must contain, what ingredients it may contain, and any 
requirements of manufacturing.  
– They define what it means to be a certain type of food, e.g.  milk, ice cream, 

vodka, canned mushrooms, cheddar cheese, etc.

• There are a number of elements that are linked to the standards, either 
explicitly or defined elsewhere in the regulations:
– Microbiological criteria
– Official methods
– Food additives
– Fortification
– Contaminants 
– Labelling

Standardized Foods
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• A substance, including a microorganism, that does not have a history of safe use as 
a food (e.g. Canary seed, Lutein (marigold extract), Algal oils/protein)

• A food that has been manufactured, prepared, preserved or packaged by a process 
that:
– has not been previously applied to that food, and
– causes the food to undergo a major change (E.g. Ultraviolet (UV) light treated 

juices, High pressure processed foods (RTE meats, dinners))

• A food that is derived from a plant, animal or microorganism that has been 
genetically modified such that:
– the plant, animal or microorganism exhibits characteristics that were not 

previously observed in that plant, animal or microorganism; or
– the plant, animal or microorganism no longer exhibits characteristics that were 

previously observed in that plant, animal or microorganism; or
– one or more characteristics of the plant, animal or microorganism no longer fall 

within the anticipated range for that plant, animal or microorganism

What is a Novel Food? 

15Genetically modified is defined as a ‘means to change the heritable traits of a plant, animal or microorganism by means of intentional manipulation.’



• Food & Drugs Act and Regulations - Division 28: Novel Foods
– Canada Gazette Part II, October 27, 1999

• Notification prior to sale or advertising
• A safety assessment is conducted on each novel food by Health 

Canada before it is permitted for sale in the market place

• Manufacturers may request a novelty determination from HC for a food or food 
ingredient

• Manufacturer or importer must make a notification to HC prior to sale or 
advertising of a novel food
– As part of notification, a pre-market assessment is conducted
– Favourable decisions receive a letter of no objection to the sale of the novel 

food 

Novel Foods
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• Petitioners can request an opinion from Health Canada regarding the 
novelty status (i.e., novel or not novel) of a food/food ingredient

• Product information is provided to Health Canada’s Submission 
Management and Information Unit (SMIU)1 with a request for a novelty 
determination

• SMIU distributes the request and accompanying product info to the Novel 
Food Section to coordinate a determination

• To organize the information provided, petitioners are requested to complete 
Health Canada’s Novelty Determination Information Form (NDIF), provided 
by SMIU

• The Novel Foods Section coordinates the determination 

Novelty Determination Process
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Example Novelty Determinations
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Product Novelty 
Status

Rational for Opinion

Coffee Leaf Tea Novel No documented history of food use for this part of the 
plant.

Whole ‘Plant X’ powder Not Novel Equivalent to dehydrated whole food with a history of 
safe use.

‘Plant X’ Extract Novel or Not Novel 
(level of use 
dependent)

A component of the plant is isolated so that proposed 
usage level (is / is not) in excess of documented safe 
food use levels.

Maca root (Lepidium meyenii) Novel or Not Novel
(level of use 
dependent)

Limited evidence of use as a food. Recent increase in 
food exposure in the US. It is not novel in the EU and 
Australia / New Zealand. Maca can be both a food and a 
therapeutic drug. NNPHPD monograph lists exposure 
limits requiring cautionary labelling. Until information is 
updated by a safety assessment, levels equivalent to 
the lowest therapeutic dose are considered the upper 
limit consistent with a history of safe food use.



• Dietary fibre consists of:
– carbohydrates with a degree of polymerization of 3 or more that naturally 

occur in foods of plant origin and that are not digested and absorbed by the 
small intestine; and

– accepted novel fibres.

• A novel fibre source must:
– be safe for human consumption, and 
– have one recognized fibre physiological effect 

• There is no regulatory requirement for a Health Canada premarket assessment 
of novel fibre sources, however declaration and claims are subject to regulatory 
oversight
– manufacturers and importers must be able to disclose the evidence 

substantiating the safety and the physiological effect of their novel fibre 
sources

Novel Fibres
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• A food additive is any chemical substance that is added to food during 
preparation or storage and either becomes a part of the food or affects its 
characteristics for the purpose of achieving a particular technical effect

• Food additives do not include:
– food ingredients such as salt, sugar, starch;
– vitamins, minerals, amino acidsFootnote1;
– spices, seasonings, flavouring preparations;
– agricultural chemicals;
– veterinary drugs; or
– food packaging materials.

What are Food Additives?

20



• All permitted food additives and their conditions of use are listed in the Lists of 
Permitted Food Additives
– If the Lists do not allow for a particular use of a food additive, the 

manufacturer is required to file a food additive submission
– Health Canada scientists conduct a detailed and rigorous pre-market 

evaluation of the submission that focuses on safety
– Food additives must meet certain standards for identity and purity (meeting 

the specifications of either the Food Chemicals Codex (FCC) or of the Joint 
FAO/WHO Expert Committee on Food Additives (JECFA))

Regulation of Food Additives
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• The addition of vitamins and mineral nutrients to foods (“fortification”), is 
controlled to help ensure that Canadians get sufficient but not excessive 
amounts of these nutrients in their diet. 

• The FDR prohibit the addition of vitamins, minerals or amino acids to foods. 

• However, in recognition of certain circumstances where the addition of vitamins, 
minerals and amino acids may be required, the FDR provides for some 
exceptions. 
– Fortification related additions to general foods have a nutritional rationale 

with a public health basis: restoration, substitution, addressing a public 
health need or for special purpose foods 

– For some foods, fortification is mandatory; while in other cases, food 
fortification is voluntary

– Supplemented foods contain supplemental ingredients without a strong 
public health or nutritional rationale under a temporary marketing 
authorization

Foods with Added Vitamins or Minerals
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• Any representation in labelling and advertising that states, suggest or implies 
that a relationship exists between a food or a component of that food and 
health (Codex Alimentarius Commission, 2004)

• Health claims are optional for foods

• Must be truthful and not misleading (Section 5 of the Food and Drugs Act)

• Premarket review by the Food Directorate is mandatory for claims about 
diseases and health conditions listed in Schedule A of the Food and Drugs Act
(e.g. cancer, diabetes)

• The food-health effect relationship must be substantiated in accordance with 
Health Canada’s Guidance Documents for Preparing Health Claim 
Submissions.   

– Website:

Health claims for foods 



Contact Us: 
E-mail: food-aliment@hc-sc.gc.ca

Teletypewriter: 1-800-465-7735 (Service Canada)

Questions? 
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