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1. Introduction:

Thank you for the opportunity to submit our views on Regulatory Modernization and on Round 2 of the
Targeted Regulatory Reviews and on the 2020 Regulatory Modernization Bill.

The Canadian Supply Chain Food Safety Coalition was formed in December 2000 and incorporated in
2007 to act as a single voice for the terrestrial and aquatic food supply chain on horizontal food safety
matters. It currently has 26 member associations. These represent every segment of the supply chain
from input suppliers and importers through primary production, processing, further processing and
manufacturing to transportation, distribution and marketing at retail, foodservice and export. Our Vision
is that Canada’s agriculture, fisheries and food industry will have a world-class reputation for producing
and selling safe food. And, our Mandate is that the Coalition will facilitate, through dialogue within the
food industry and with all levels of government, the development and implementation of a national,
coordinated approach to food safety to ensure credibility in the domestic and international
marketplaces.

Since its formation, the Coalition has been intimately involved in the development of Canada’s food
safety regulatory regime. We participated in the drafting of the Safe Foods for Canadians Act prior to
its introduction in The Senate of Canada and were its primary supporter from the food industry.
Following its passage, the Coalition was very active both in closed-door consultations and in the public
consultations with the Canadian Food Inspection Agency (CFIA) in the drafting of the regulations under
that Act. Indeed, this experience was so positive, from a consultations perspective, that we continue to
endorse the approach taken by federal government and CFIA to provide real opportunities for industry
and other stakeholders to comment on drafts prior to their official publication in the Canada Gazette
Part I. This approach resulted in significantly improved regulations.

Recommendation #1: That the government of Canada, where practical, utilize the consultations model
adopted for the development of the regulations under the Safe Food for Canadians Act as general
practice.

2. Targeted Regulatory Reviews:

The Coalition and its members were disappointed that the Regulatory Roadmaps published in June 2019
for the Canadian Food Inspection Agency and Health Canada did not include a Second Round of
regulatory modernization focused on food safety. Throughout the consultations on the Safe Food For
Canadians Act Regulations (2013 to 2017) the Coalition repeatedly identified improvements to the
proposed regulations that would have brought them into alignment with industry best practices and the
expectations set by competent authorities in countries to which Canadian food businesses export and
with which Canadian food businesses compete in the global marketplace. The serious deficiencies that
the Coalition identified and the significant improvements that were suggested would have added rigor
and credibility to the regulations, ensured comparability with other countries such as the United States
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and the European Union and created greater certainty for the industry. In addition, the Coalition urged
the Agency to expand the scope of the regulations to include the full supply chain.

Our concerns and suggestions were well documented and communicated at both the official and
ministerial levels. Indeed, in our communications with the Minister of Health in April 2018, we sought
assurances that there would be a Second Round of modernization of the Safe Food for Canadians
Regulations and received some assurances that this would happen. However, the initiative was not
identified in either the CFIA or the Health Canada Regulatory Roadmaps.

This Second Round of modernization in the Safe Food for Canadians Regulations is essential.

Recommendation #2: That the upcoming round of Targeted Regulatory Reviews include amendments
to the CFIA and Health Canada Roadmaps to ensure that a Second Round of modernization of the Safe
Food for Canadians Regulations be undertaken immediately.   And, where necessary that
amendments to the Safe Food for Canadians Act be included in the 2020 or 2021 Regulatory
Modernization Bill.

3. Examples of Required Modernization in the Safe Food for Canadians Act Regulations

3.1 Expanding the Scope of the Regulations to the Full Supply Chain:

The Safe Food for Canadians Regulations do not cover the full supply chain. The Coalition raised this
concern in our comments on the 2015 pre-Canada Gazette Part I full draft of the proposed regulations
and again in our comments on the 2017 Canada Gazette Part I text.  In particular, the Coalition noted
the absences of requirements for key segments of the chain involved in both storage and transportation
of food as imports, for export and interprovincially. Indeed, s. 20 of the regulations, specifically exempts
any person who conveys a food commodity if their sole concern, in respect of the food commodity, is its
conveyance. Also, in relation specifically to Traceability, it is noted that while the retail sector is subject
to the regulations, the restaurant sector is not. The rationale provided by officials throughout the
consultations was that as businesses involved in transportation (conveyance) and storage, and also the
restaurant sector, had not been included in the initial consultations, that they would need to be dealt
with later.  A Second Round of regulatory modernization would provide this opportunity.

Recommendation #3 – CFIA should conduct consultations to expand the scope of the Safe Food for
Canadians Regulations to cover all segments of the supply chain within federal jurisdiction.

3.2 Licensing:

Part 3 of the Safe Food for Canadians Regulations concerns licensing. The Coalition has consistently
taken the position that all food businesses covered by the regulations should be required to be licenced.
This permits the identification of the facilities/businesses concerned and would facilitate both
inspections under the regulations and the operation of supplier assurance programs by other businesses
up or down the supply chain.
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Recommendation 4: All participants, regardless of size, in the supply chain that import, export or sell
or convey food interprovincially should not only be covered by the regulations but identified within
the regulatory regime with a license.

3.3 Strengthening the Requirement for Preventive Controls:

In its submissions on the 2014 and 2015 drafts and the 2017 Canada Gazette Part I version of the
proposed regulations, the Coalition identified several key missing elements in the required preventive
controls.   Some of these are internationally accepted best practice, others are both industry best
practice and requirements in the regulations of importing countries, such as the United States. CFIA
made some modifications to the draft text prior to final publication, but it did not fully accept our
proposals. Indeed, in one blatantly obvious case – supplier assurance program requirements, it has set
out excellent guidance on the subject while insisting that the regulatory basis of the guidance and,
inspection expectation, rests with an open-ended requirement to conduct a hazard analysis (s. 47). This
approach and its rationale have raised concerns that CFIA and its inspectors will create additional
preventive control requirements at will without having clearly stated them in the regulations.

Industry strongly supported the foundation of the Safe Food for Canadians Act and its Regulations on
what was called an “outcomes-based approach”.   This new approach was seen as a positive
replacement for a very prescriptive approach to setting regulations and one that would provide industry
with the flexibility to use practices that had been demonstrated in other jurisdictions to be effective or
to innovate and develop new technologies or practices to achieve food safety results. The failure of the
current regulations to fully cover the scope of industry best practices respecting preventive controls
creates an ambiguity and a fear that the outcomes-based approach will be unevenly applied and subject
to wildly differing interpretations.

Recommendation #4: That CFIA re-open the text of the regulations pertaining to preventive controls
and through further consultations update the requirements to cover industry best practices and the
preventive control requirements of comparable regulatory regimes (e.g. US Food Safety
Modernization Act rules, etc.).

3.4 Requiring a Preventive Control Plan:

The Safe Food for Canadians Act regulations as noted in above in 3.2 do not require all food businesses
within federal jurisdiction to be licensed.  The Coalition believes that they should be.  Furthermore, the
s. 86 of the regulations exempts some covered food businesses from the requirement to have a written
preventive control plan while still requiring them to have preventive controls.

A written preventive control plan is a means of demonstrating that the food business has undertaken a
hazard analysis as required by s. 47 of the regulations and is implementing the preventive controls
derived therefrom in its facility (s. 89). A written plan and the documented information that goes with it
are part of the fundamentals of a basic management system, long summarized as “Say what you do. Do
what you say.  And prove it.”

Recommendation #5: That the exemptions in s. 86 to having a written preventive control plan should
be removed and all facilities covered by the regulations should be required to do so.
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3.5 Clarifying the Requirements Preventive Control Plan:

In its submissions on the 2014 and 2015 drafts of the regulations and on the 2017 Canada Gazette Part I
proposed regulation, the Coalition noted significant inconsistencies between the proposed text and both
industry best practice and the then current CFIA requirements under the Food Safety Enhancement
Program (meat, poultry and dairy products) and the Quality Management Program (fish and seafood
products) with respect to prerequisite programs or, as the regulations names them preventive control
programs. The Coalition requested that the new regulatory requirements be amended to meet these
best practices and that terminology be carried forward.  Some small changes were made, but for the
most part the Coalition’s proposals were ignored.

Our proposals are summarized in the following excerpt from our comments on the 2017 Canada Gazette
Part I text. The relevant section in the final regulations is 89(1) and all internal references below are to
the 2017 version as well.

s. 87(1)(c)(i) to (vii) – Content of preventive control plan - The requirements listed in 87(1)(c)
do not reflect industry expectations for an effective food safety system. They do not include
important steps and/or elements included in:

• the Codex Alimentarius Commission HACCP methodology;

• the Agency’s current approaches as set out in the Food Safety Enhancement Program
(FSEP) and the Quality Management Program (QMP;

• the federal-provincial-territorial National Food Safety Recognition Programs for On-Farm
and Post-Farm Food Safety Programs;

• international standards such as ISO 22000:2005;
• the Global Food Safety Initiative benchmarking requirements; or

• the food safety plan requirements under the US Food Safety Modernization Act.

In our 2015 submission, the Coalition recommended that the requirements for a preventive
control plan be substantially revised.

Therefore, the Coalition recommends the following replacement for the proposed wording of
87(1)(c):

(i) the names and respective competencies of the persons responsible for developing,
maintaining and updating the preventive control plan;
(ii) a description of the biological, chemical and physical hazards that are determined
under section 44 to present a risk of contamination of the food;
(iii) a description of the hazard analysis undertaken or adapted to identify the control
measures required to control the hazards determined in subparagraph (ii) ;
(iv) a description of the control measures, including critical control pointswhere
required, identified in subparagraph (ii);
(v) the evidence that shows that the control measures are effective;
(vi) the procedures for the monitoring of control measures, including critical control
points, where applicable;
(vii) the procedures for corrective actions;
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(viii) the procedures for treatments and other identified processes (s. 45 and s. 46);
(ix) the competencies and qualifications determined under s. 73;
(x) the supplier assurance program [see comments above s. 70 to s. 72]
(xi) the procedure for complaints (s. 81)
(xii) the procedures for recall (s. 82)
(xiii) the procedure for traceability (s. 88) (xiv) the procedure for updating and
maintaining the hazard analysis and the preventive control plan;
(xv) the procedures, including verification activities, the analysis of verification activities,
internal audit and management review, to verify that the implementation of the
preventive control plan results in compliance with the Act and these Regulations;and,
(xvi) documents that substantiate that the preventive control plan has been
implemented with respect to subparagraphs (c)(i) to (xv).

Recommendation #6: That the regulatory requirements for a Preventive Control Plan (s. 89) be
amended to bring them into alignment with industry best practice and the expectations of the
international marketplace.

4. 2020 Regulatory Modernization Bill

4.1 Amendment to Section 4(1)(a) of the Food and Drugs Act:

The problem that Section 4(1)(a) of the Food and Drugs Act presents for the Canadian food industry predates
the passage of the Safe Foodfor Canadians Act and the publication of its regulations. It is rooted in the absolute
prohibition of the sale of an article of food that “has in or on it any poisonous or harmful substance”. This is
effectively a “zero tolerance” rule for naturally occurring contaminants in food regardless of their health
consequences. These naturally occurring contaminants include pathogens in the gut of a food animal or on
the surfaces of fresh produce, mycotoxins on cereals, etc.. Consequently, the food industry and regulators
knowingly allow food products that do not and cannot meet regulatory requirements to reach Canadian
consumers.

As new and improved detection methodologies and tests have been devised and introduced and as new hazards
have been identified, “zero tolerance” is increasingly meaning just that. The “zero tolerance” mindset is also
leading to negative approaches by industry and other stakeholders such as “don’t test, don’t tell”, the search
for a technological “silver bullet” or a “you need to inspect everything” at the finished product stage. These are
all antithetical to the positive, outcomes-based preventive control approach that the Safe Food for Canadians
Act is intended to foster within industry.

The Coalition has since 2011 advocated that Section 4(1)(a) of the Food and Drugs Act be amended to provide
an exemption for the “unintended presence of a naturally occurring substance that has not been deliberately or
inadvertently added to the food if the amount of the substance present is less than the amount that would
ordinarily render the food injurious to health”.

Amending the Food and Drugs Act to incorporate this exemption would have the following positive results:

• It would permit Health Canada and CFIA to systematically define food safety objectives for these
hazards;
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• It would encourage best practices on the part of industry in minimizing these hazards; and

• It would bring Canada’s regulatory requirements into line with those in Section 402 of the US Food,
Drugs and Cosmetics Act which reads:
“402 A food shall be deemed to be adulterated:
(a) Poisonous, insanitary, or deleterious ingredients.
(1) If it bears or contains any poisonous or deleterious substance which mayrender it injurious to health;
but in case the substance is not an addedsubstance such food shall not beconsidered adulterated under
this clause if the quantity of such substance in such fooddoes not ordinarily render it injurious to health;”

In closing, while we know of no instances in which a food business was prosecuted under Section 4(1)(a) with
respect to “zero tolerance”, it is a fact that food businesses have been asked to recall foods derived from cereal
grains for chemical contaminants (mycotoxins) and allergens (soybean in wheat and oat breakfast cereals) at
levels that would not ordinarily present a health risk at a cost to the affected companies of millions of dollars.

Recommendation #7: That the 2020 Regulatory Modernization Bill include an amendment to Section 4(1)(a)
of the Food and Drugs Act to clarify the status of “naturally occurring substances that have not been
deliberately or inadvertently added to the food where the amount of the substance present is less than the
amount that would ordinarily render the food injurious to health.”

5. Improvements to the regulation making process in an outcomes-based regime

As noted above, the fundamental difference between the new regulatory regime established by the Safe
Food for Canadians Act and its predecessor, is that the new regime is “outcomes-based” not
prescriptive.   Industry supported this change.

However, in supporting it, industry understood that the new regime would require the setting of
“outcomes”. The federal government has, in the past and currently, set outcomes. These include, for
example, maximum residue limits (MRLs) for pesticides or other chemicals, specific limits for
microbiological contaminants (e.g. the Listeria Policy), etc.. Recently, Health Canada, the Public Health
Agency and CFIA set new requirements for the presence of salmonella in raw, frozen, breaded chicken.
In this instance, the level was set at the continuous evolving “below detectable” level.

Industry accepts that outcomes will need to be set. However, it is seriously concerned that the process
for setting these outcomes lacks transparency and structure. In April 2018 in correspondence with the
Minister of Health, the Coalition proposed that a federal policy be established on the development of
outcomes in collaboration with industry. The Coalition has subsequently begun to engage Health
Canada, CFIA and the Public Health Agency in a dialogue on this very serious matter. As recently as a
meeting in August 2019, this approach was endorsed by the President of CFIA.

The primary objectives of the dialogue, the first step in which would be a workshop, are to:

• Review the concepts of risk management and the current international tool-kit developed by the
Codex Alimentarius Commission, including food safety objectives, performance objectives,
performance criterion, etc and their use along the supply chain to control hazards (biological,
chemical or physical);
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• Discuss what the format and criteria should be for a transparent Canadian policy statement and
procedural document on the use of these concepts in Canada’s evolving outcomes-based food
safety system (e.g. when they should be used, how they should be used, what the scientific and
practical criteria should be for their use, what the consultation and decision-making processes
should be, etc.).

Recommendation #8: That the development, in collaboration with industry, of a policy statement and
procedural document on establishment and use of outcomes (e.g. including food safety objectives,
performance objectives, performance criterion, etc..) in the new federal food safety regime be
included in the regulatory mandates of Health Canada, the Public Health Agency of Canada and the
Canadian Food Inspection Agency in 2020.
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