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Regulatory Oversight of FPM in Canada
 Food industry (domestic and imported) is responsible for ensuring

that their products comply with Canada’s food standards and
regulatory requirements

 Canadian Food and Drugs Act: core food safety statute that applies
to all food sold in Canada; defines health and safety provisions of
food products

 Act is supported by corresponding regulations as described in the
Food and Drug Regulations; prescribe the standards of
composition, strength, potency, purity, quality or other properties
of the article of food or drug to which they refer

 Violation of the F&DA is considered a criminal offense
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Overview
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F&DA1: Prohibited sales of food

4 (1) No person shall sell an article of food that:
(a) has in or on it any poisonous or harmful substance;

F&DR2: Division 23 - Food Packaging Materials 

Section B.23.001 - “No person shall sell any food in a package
that may yield to its contents any substance that may be
injurious to the health of a consumer of the food”

1. https://laws-lois.justice.gc.ca/eng/acts/F-27/
2. https://laws-lois.justice.gc.ca/eng/regulations/C.R.C.,_c._870/



Market Share of Food Packaging Materials
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Food Packaging Forum, 2012



Data Requirements

 Requests for “opinions” on food packaging materials
can be submitted to Health Canada for a pre-market
assessment of their chemical safety in relation to
Section B.23.001 of the F&DR

 Guidance “Information Requirements For Food
Packaging Submissions1" is available on HC website

 Formulated/finished products and specific additives –
product identity, conditions of use, technical effect
and efficacy data, types of foods involved, migration
data/extraction data, toxicological data, regulatory
status in other jurisdictions
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1. https://www.canada.ca/en/health-canada/services/food-nutrition/legislation-guidelines/guidance-documents/information-
requirements-food-packaging-submissions.html



Data Requirements (2)
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Data Requirements (3)

8



Data Requirements (4)
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Probably Daily Intake Estimation
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PDI µg/kg bw) =[(Caq x Faq) + (Cacid x Facid) + (Cfat x Ffat) + (Calc x Falc)] Dp x Mp x Kp/Bw



Potential for Exposure: Daily intake estimates
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Toxicology Data Requirements
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Concern Level
Probable Daily 
Intake (µg/kg 

bw)
Toxicity Testing Guidelines

Threshold of 
Regulation

<0.025 none

1.  Very Low 0.025 – 0.1 Structure activity data (QSAR)

2. Low 0.1 – 2.5
As above + in vitro mutagenicity, in vitro
clastogenicity, 28-day oral study (rodent)

3.  Medium 2.5 – 25  
As above + 90-day oral, multigeneration

and teratology rodent studies

4.  High > 25 As above + chronic feeding studies in 
rodent and non-rodent species



Approval Process
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 If sufficient toxicology data has been submitted for estimated PDIs,
HC will issue a letter of no objection (LONO) for the use of the FPM
as described in the submission

 Petitioner can then use the LONO from HC to legally market the FPM

 Up until 2014, details of the LONO were added to a searchable data

base (Reference Listing of Accepted Construction Materials,

Packaging Materials and Non-Food Chemical Products Database1)

 Currently, industry using FPM can provide a Letter Of Guarantee
(LOG) from their suppliers stating that their packaging materials
meet the requirements as set out in the F&DR

1. https://food-nutrition.canada.ca/food-safety/referencelist/index-en.php
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Outline
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About Food Standards Australia New Zealand
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Australia New Zealand Food Standards Code
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Permissions for use of:

• substances added to food

• use of new foods

• Permitted MRLs

Chapter 2Chapter 1 Chapter 3 Chapter 4

General food standards:

• Definitions

• Labelling requirements

• Use of substances added to 

food

• Use of new foods

• MRLs (Aus)

• Food processing 

requirements (Aus)

Food product standards:

• Cereals

• Fruits

• Vegetables

• Dairy products

• Beverages

• Special purpose foods

Food safety standards
Australia only

• Food safety programs

• Food premises and 

equipment

Primary production 

standards
Australia only

• Production and processing 

of seafood 

• Poultry meat

• Meat, and 

• Other commodities

Schedules
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Chemicals migrating from food packaging
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Standards around food packaging chemicals
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Tin (Sn, Sn2+, Sn4+) from canned foods – gastrointestinal 

disturbances at relatively high oral exposures (acute).

ML = 250 mg/kg.

Vinyl chloride (PVC) and acrylonitrile (range of plastics) –

carcinogenic in animal studies, VC human carcinogen 

(occupational exposure). 

MLs set at limit of detection (ppb).



Review risk from food packaging chemicals
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Review undertaken by FSANZ
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Chemicals migrating from food packaging
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Chemical risk assessment (Risk = Hazard x Exposure)

1. Hazard Assessment

• Hazard Identification

• Hazard Characterisation (dose-response assessment)

• Derivation of a “Health-Based Guidance Value” (HBGV)

e.g. a Tolerable Daily Intake (in mg/kg bodyweight/day)

2. Dietary Exposure Assessment 

• Chemical concentration data

• Food consumption data

• Estimated Dietary Exposure to the chemical (in mg/kg bodyweight/day)

3. Risk Characterisation

• Comparison of HBGV with Estimated Dietary Exposure



Chemicals migrating from food packaging
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Threshold of Toxicological Concern Approach
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Chemicals migrating from food packaging
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Chemicals migrating from food packaging
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