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Outline

Definitions
policy, guideline, Act, regulation, Bill
Canada Gazette I, Canada Gazette II
Examples
Why you should care
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Outline (cont’d)

Federal food-related Acts in Canada – current 
and future
 Identification of the Acts and Regulations which 

govern the sale of food in Canada, today
CFIA’s proposed major regulatory reform
Plain language ideal
Future only two Acts:  F&DA & SFCA
Estimated impact on small businesses

Traceability, GMP’s, PCP
 Import licenses
Export licenses
Trade-offs Case Study
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Outline (cont’d)

What may or may not be new in the F&D 
Regulations
Canada Gazette I proposed food and nutrition 

labelling regulatory amendments, July 2015
Differences between CGI and CGII

Novel Foods (Division 28)
Other pertinent regulations, i.e. Feed 

Regulations
Case Study
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Outline (cont’d)

Supplemented Foods:
How they came into being
What they are
What they are not
Business risk evaluation

Case Study



Definitions of Regulatory Tools

What is a..?
Legislation
Regulation
Act
Policy
Guideline
Bill

What is Canada Gazette I? Gazette II?
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Legislation & Regulations

Legislation

Legislation refers to written laws, often referred to as Acts or Statutes, 
which are enacted by Parliament (US = Congress), the legislative 
arm of government. Draft legislation, called a Bill, is introduced to 
Parliament (US = Congress) and requires the assent of the House 
of Commons, the Senate and the Crown (US = Congress) to 
become law.

Regulations

Regulations define the application and enforcement of legislation. 
Regulations are made under the authority of an Act, called an 
Enabling Act. 

Require public consultation, parliamentary/congressional debate.
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Legislation & Regulations

Legislation

Legislation refers to written laws, often referred to as Acts or Statutes, 
which are enacted by Parliament (US = Congress), the legislative 
arm of government. Draft legislation, called a Bill, is introduced to 
Parliament (US = Congress) and requires the assent of the House 
of Commons, the Senate and the Crown (US = Congress) to 
become law.

Regulations

Regulations define the application and enforcement of legislation. 
Regulations are made under the authority of an Act, called an 
Enabling Act. 

Require public consultation, parliamentary/congressional debate.
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Bill, Notice to Industry Letter (NtIL)

Bill

.. Precursor to an Act.  Proposed then debated in Parliament.

Notice to Industry Letter
 Aka Policy Updates

Public document in which a regulator describes:
 wide-spread industry non-compliance with a piece of legislation; re-

states the legislation; specifies required compliance action, i.e. CFIA:  
sports beverages with unsubstantiated claims

 Enforcement options, i.e. CFIA:  unsweetened = no added sugar; 
electronic dissemination of nutrition information
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Policies & Guidelines
Provided by Regulators

Policies

.. are created to describe a regulator’s (HC, CFIA) position on a 
regulatory topic [such as] definition of dietary fibre, “Product of 
Canada” declaration, ‘natural’ descriptor, nanotechnology, etc. 

- do not require consultation

Guidelines

…provide guidance as to how a regulator interprets an Act, the 
Regulations and related policies, and, how the Agency intends to 
apply information therein with respect to regulatory compliance.
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Policies & Guidelines
Provided by Regulators

Policies

.. are created to describe a regulator’s (HC, CFIA) position on a 
regulatory topic [such as] definition of dietary fibre, “Product of 
Canada” declaration, ‘natural’ descriptor, nanotechnology, etc. 

Guidelines

…provide guidance as to how a regulator interprets an Act, the 
Regulations and related policies, and, how the Agency intends to 
apply information therein with respect to regulatory compliance.
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Examples of Some Current  HC & CFIA 
Policies & Guidelines

Health Canada

1. Definition & Composition of Dietary Fibre
2. Natural Health Products in Food Format 
3. Voluntary Labelling of Caffeine Content
4. Supplemented Foods Category

CFIA
1. Product of Canada
2. Highlighted Ingredients and Flavours
3. Labelling of Genetically-modified Food
4. Definition of “Natural” Ingredients
5. Manufacturer “may contain” disclaimer

Pertinent Legislation
is Section 5.1

of the Food & Drugs Act
&

Section 34 of CPLR
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Canada Gazette

Where and how legislation is made in Canada
- Responsibility of the Treasury Board
- URL Handout:  Guide to the Federal Regulatory Development 

Process

Canada Gazette I (CGI)
- official, approved publication of proposed legislation
- published every Saturday
- stated purpose:  achieve policy objectives
- 30-day consultation period unless effects international trade
- 75-90 day consultation period if effects international trade

- All Health Canada and CFIA consultations are 75-90 days
- consultation includes our major trading partners
- Health Canada – CGI is part of the scientific evaluation
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Canada Gazette

Review of CGI feedback
 All substantiated feedback must be taken into consideration
 Review period can take months (food additive: modified acacia gum) 

to three years (mandatory declaration of food allergens: mustard)
 If necessary, proposed regulations re-written to achieve objectives

Canada Gazette II (CGII)
 Signed by several officials, including the Governor General
 Is law the second all official signatures are made, even prior to 

publication
 Published every second Wednesday
 Eventually gets updated on the Department of Justice website

- Contrast with the USA update system of amended regulations – occurs on a 
legislated, rotational, consistent basis
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Canada Gazette

Skippers
 Canada’s mandatory nutrition labelling of December 2002
 Question raised regarding SFCA consultation by CFIA

Canada Gazette III

 Published when a new Bill, therefore, a new Act, has been written
 Published on an as-needed basis
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Federal Acts Pertinent to Food

Canadian Food Inspection Agency Act
Agriculture and Agri-Food Administrative Monetary Penalties Act
Canada Agricultural Products Act
Consumer Packaging and Labelling Act (as relates to food)

Environment Protection Act (as relates to agriculture)

Seeds Act, Feeds Act,  Fertilizers Act, Health of Animals Act
Food and Drugs Act (as it relates to food) 
Fish Inspection Act
Meat Inspection Act
Plant Breeders' Rights Act, Plant Protection Act                        
Safe Foods for Canadians Act (in consultation phase)

CFIA Modernization Act (Act completed)
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Federal Acts Pertinent to Food

Canadian Food Inspection Agency Act
Agriculture and Agri-Food Administrative Monetary Penalties Act
Canada Agricultural Products Act
Consumer Packaging and Labelling Act (as it relates to food)

Fish Inspection Act  

Meat Inspection Act

Food and Drugs Act

Safe Food for Canadians Act (Act completed; regulations in  consultation 
phase)
CFIA Modernization Act (Act completed)
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Federal Acts Pertinent to Food

Canadian Food Inspection Agency Act
Agriculture and Agri-Food Administrative Monetary Penalties Act
Canada Agricultural Products Act
Consumer Packaging and Labelling Act (as it relates to food)

Fish Inspection Act,  

Meat Inspection Act

Food and Drugs Act (administered by Health Canada: outside scope of this 
regulatory reform)
Safe Food for Canadians Act (Act completed; regs in consultation phase)
CFIA Modernization Act (completed)
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SFCA:  Safe Food for Canadians Act

Has this been published in CGI?
Focus on safety
Focus on end results, not how the result was 

achieved
Traceability – frontwards and backwards
PCP:  Preventive Control Plan

No reference to HACCP in the proposed regulations
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SFCA:  Safe Food for Canadians Act

Focus on safety
Focus on end results, not how the result 

achieved
Traceability – frontwards and backwards
PCP:  Preventive Control Plan

Document where your inputs originated from
No reference to HACCP in the proposed regulations
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SFCA:  Safe Food for Canadians Act

Focus on safety
Focus on end results, not how the result 

achieved
Traceability – frontwards and backwards
PCP:  Preventive Control Plan

Document where your inputs originated from
No reference to HACCP in the proposed regulations
Requires documented GMP’s
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SFCA:  Safe Food for Canadians Act

Focus on safety
Focus on end results, not how the result 

achieved
Traceability – frontwards and backwards
PCP:  Preventive Control Plan

Document where your inputs came from
No reference to HACCP in the proposed regulations
Requires documented GMP’s
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SFCA:  Safe Food for Canadians Act

Focus on safety
Focus on end results, not how the result 

achieved
Traceability – frontwards and backwards
PCP:  Preventive Control Plan

Document where your inputs came from
No reference to HACCP in the proposed regulations
Requires documented GMP’s
Document where your end-products went
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SFCA:  Safe Food for Canadians Act

Focus on safety
Focus on end results, not how the result 

achieved
Traceability – frontwards and backwards
PCP:  Preventive Control Plan

Document where your inputs came from
No reference to HACCP in the proposed regulations
Requires documented GMP’s
Document where your end-products went
= Recall plan
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SFCA:  Safe Food for Canadians Act

All food manufacturers will require a license
Includes retail stores with in-store production

All imported food to have a person (agent) 
with a domestic address to take responsibility 
for the safety of the imported goods and will 
require an importer license
Unknown: change to CFIA-issued Export 

Certificates
Currently for foods regulated under FDR but not 

under MIR, FIR, CPLR, and, only for export
 Case Study
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New Activity in the 
Food & Drug Regulations Space

Proposed amendments to food and nutrition labelling 
published by Health Canada in July 2015, in CGI

What was the regulatory status of these proposals? [CG I –
not law – official public consultation phase]

Note: This CGI was archived, online, Justice Department of 
Canada, following the results of the 2015 Federal Election

How long was the consultation period?  Why? [See slide 14]
What was Health Canada to do with the feedback received? 

[review as part of scientific assessment]
Consultation on same proposed amendments held from 
July to September 2014 (previous summer)

 What benefit did Health Canada gain by publicly consulting in 
2014? [efficiency in drafting CGI]
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Basic CGI Proposals

Source: Health Canada webinar on CGI proposed regulatory amendments
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Basic CGI Proposals

What 
micronutrients 

have been 
dropped?

What’s new 
in the 

carbohydrate 
section?
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Basic CGI Proposals

Why is 
cholesterol 
not with the 
other fats?
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Basic CGI Proposals

Mandatory 
declaration of 

Vitamin D proposed 
in 2014 consultation, 

not included in 
official proposed 

amendments
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Basic CGI Proposals

Serving Sizes in the NFt mandated – based on consumption 
data

Source: Health Canada webinar on CGI proposed regulatory amendments
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Basic CGI Proposals

What 
volum

stand
beer b
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Basic CGI Proposals

Contains 
statement 

mandatory, in 
addition to 

identification 
of allergen in 

L of I

Source: Health Canada webinar on CGI proposed regulatory amendments
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New Health Canada Document
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New Health Canada Document

Docu
wate

“DR
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TMA’s for Supplemented Foods

 What type of regulatory instrument is a TMA?
 Policy?  Regulation? Guideline? [for supplemented 

foods – all three]
 What should the holder of  TMAL be doing 

during the TMA period? [comply with TMA 
responsibilities; reformulate into compliance]

 Public depository of TMAL’s issued for this 
supplemented foods [influence of NHP regulations]

 Those marked with asterisk (*) transitioned from 
Natural Health Product Regulations
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Six Categories of Supplemented Foods

1. Beverages, Beverage Mixes, Beverage Concentrates
Supplemented Foods:  < 200 ppm caffeine

2. CED (Caffeinated Energy Drinks)
200 ppm < caffeine < 400 ppm

3. Conventional Foods

4. Meal Replacements and Nutritional Supplements

5. Revoked Due to Non‐compliance

6. Withdrawn/Expired



Where is the Food Directorate
Coming From?

39

Source:  Dietitians of Canada:  Food Sources of Caffeine



CED’s & Supplemented Foods 
Caffeine Limits

Supplemented Foods
< 200 ppm (parts per million)

(ppm = mg/litre) 
= < 50 mg/ 250 mL

CED’s
200 ppm < caffeine  < 400 ppm

50 mg/250 mL < caffeine < 100 mg/250 mL

40



Permitted Concentration per 250 mL and 
Nutritional Guidelines

41



Required Statements on 
Supplemented Foods

On PDP (Principal Display Panel)
 Header such as “Caution/Attention”

– Advisory:  For adults only, or,
– Not intended for children

 Contains caffeine 
Contains phenylalanine      

42
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Novel Foods

Division 28

Defined as:
products that have never been used as a food; 
 foods which result from a process that has not 

previously been used for food; or, 
 foods that have been modified by genetic 

manipulation. 
 www.novelfoods.gc.ca
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Novel Foods

 Health Canada has approved ~200 novel foods
 http://www.hc-sc.gc.ca/fn-an/gmf-agm/appro/index_e.html
 Most are GMO’s; 
 Others: Eggs w/ lutein and zeaxanthin; Juice w/ lutein; juice 

containing fish oil; DHA for foods; microencapsulated fish oil; DHA-
enriched milk; apple cider and apple juice treated with UV light; 
omega-3 pork; phytosterols and products containing phytosterols

 Recent:  June 2014:→ Egg Salad, Egg Dips, and Egg Spreads 
Treated with High Pressure Processing (HPP) 
 by Burnbrae Farms Limited

 Latest:  Genetically-modified Apple:  Artic Apple by 
Okanagan Fruits

 Case Study (x2)



Wrap Up & Q&A
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Contact Information

Carol T Culhane, PHEc, MBA
211 Carlton Street, East Office
Toronto, ON   M5A 2K9
416-924-3266
focus@foodfocus.on.ca
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Suggested Reading
“Oh, The Places You’ll Go”

And will you succeed?
Yes!  You will, indeed!

(98 and ¾ percent 
guaranteed.)


